Appendix 1
BUDGET AND TIMELINES/

Priloha 1

ROZPOCET A CASOVY HARMONOGRAM

TOTAL budget for the clinical study split:

1.1. CENTRE's BUDGET AND TIMELINES/

1.1. ROZPOCET CENTRA A CASOVY HARMONOGRAM

Short Name Total Cost Per Visit with

Visits/ Overhead (EUR)/

Kratky nazov | Celkové naklady na
Description/ Popis navstev navstevu s réziou (EUR)
Visit 1-Screening Visit/ 1. navsteva- 832.40
skriningova V1-SV
Visit 2-Day 1/ 2. navéteva- 1.def V2-D1 742.40
Visit 3-Day 8/ 3. naviteva- 8.den V3-D8 338.00
Visit 4-Day 29/ 4. navsteva- 29.den V4-D29 520.80
Visit 5-Day 57/ 5. navsteva- 57.den V/5-D57 500.80
Visit 6-Day 85/ 6. navéteva- 85.def \V/6-D85 722.00
Visit 7-Day 113/ 7. navéteva- 113.def V7-D113 500.80
Visit 8-Day 141/ 8. navéteva- 141.def V8-D141 520.80
Visit 9-Day 169/ 9. navéteva- 169.def V9-D169 588.40
Visit 10-Day 197/ 10. navéteva- 197.den V10-D197 500.80
Visit 11-Day 225/ 11. naviteva- 225.den V11-D225 520.80
Visit 12-Day 253/ 12. navsteva- 253.den V12-D253 722.00
Visit 13-Day 281/ 13. navéteva- 281.der \V/13-D281 500.80
Visit 14-Day 309/ 14. navéteva- 309.den \V14-D309 520.80
Visit 15-End of Study-Day 337/ 15. navsteva- 664.64
zaverecna Studijna navsteva V15-E0S
Total Cost Per Patient (EUR)/
Celkové naklady na pacienta (EUR) 8,696.24
Centre Faculty Hospital Nitra Centrum Fakulthd nemocnica
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1.2. PRINCIPAL INVESTIGATOR BUDGET AND TIMELINES/

1.2. ROZPOCET A CASOVY HARMONOGRAM HLAVNEHO SKUSAJUCEHO

(Split as: for Pl — 25% & for Sub-Is and Site Personnel 35%)

Total Cost Per Visit with
Short Name/ Overhead (EUR)/Celkové naklady
Description/ Popis Kratky nazov na navstevu s réziou (EUR)
Visit 1-Screening Visit/ 1. navsteva- 520.25
skriningova V1-SV
Visit 2-Day 1/ 2. navsteva- 1.def V2-D1 464.00
Visit 3-Day 8/ 3. navsteva- 8.den V3-D8 211.25
Visit 4-Day 29/ 4. navéteva- 29.denn | V4-D29 325.50
Visit 5-Day 57/ 5. navéteva- 57.defi | V5-D57 313.00
Visit 6-Day 85/ 6. navéteva- 85.defi | V6-D85 451.25
Visit 7-Day 113/ 7. navsteva- 313.00
113.den V7-D113
Visit 8-Day 141/ 8. navsteva- 325.50
141.den V8-D141
Visit 9-Day 169/ 9. navsteva- 367.75
169.den V9-D169
Visit 10-Day 197/ 10. navsteva- 313.00
197.den \VV10-D197
Visit 11-Day 225/ 11. navsteva- 325.50
225.den V11-D225
Visit 12-Day 253/ 12. navsteva- 451.25
253.den V12-D253
Visit 13-Day 281/ 13. navsteva- 313.00
281.den V13-D281
Visit 14-Day 309/ 14. navsteva- 325.50
309.den V14-D309
Visit 15-End of Study-Day 337/ 15. 415.40
navsteva- zaverecna studijna
navsteva V15-EoS
Total Cost Per Patient (EUR)/ Celkové naklady na
pacienta (EUR) 5,435.15
Principal Dr. Gabriela Hlavny skasajuci | Dr. Gabriela
Investigator Pavlovicova Pavlovicoya
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SUB-INVESTIGATORS AND SITE PERSONNEL BUDGET AND TIMELINES/ ROZPOCGET A CASOVY

HARMONOGRAM CIASTKOVYCH VYSETROVATELOV A PRACOVNIKOV CENTRA

Total Cost Per Visit with Overhead (EUR)/

Celkové naklady na navstevu s réziou (EUR)

Short

T Sub-I Dr. Sub- Dr. Sub-l Dr.
Description/ Popis Matej Tohol Samuel Alena Trtolova
20% Pavlovic 7.5% 7.5%
Kratky
nazov
Visit 1-Screening Visit/ 1.
navsteva- skriningova V1-SV 416.2 156.08 156.08
Visit 2-Day 1/ 2. navsteva- 1.den | V2-D1 371.2 139.2 139.2
Visit 3-Day 8/ 3. navsteva- 8.den | V3-D8 169 63.38 63.38
Visit 4-Day 29/ 4. navsteva-
29.den \V4-D29 260.4 97.65 97.65
Visit 5-Day 57/ 5. navsteva-
57 def V5-D57 250.4 93.9 939
Visit 6-Day 85/ 6. navsteva-
85 den V6-D85 361 135.38 135.38
Visit 7-Day 113/ 7. navsteva- V7-D113 250 4 93.9 93.9

113.den




Wish Boay 141G nablale | gg piad 260.4 97.65 97.65

141.den

Visit 9-Day 169/ 9. navsteva-

169.def V9-D169 294.2 110.33 110.33

Visit 10-Day 197/ 10. navsteva- | V10-

197 def; D197 250.4 93.9 93.9

Visit 11-Day 225/ 11. navsteva- | V11-

295 def D225 260.4 97.65 97.65

Visit 12-Day 253/ 12. navsteva- | V12-

253 def D253 361 135.38 135.38

Visit 13-Day 281/ 13. navsteva- | V13-

281 defi D281 250.4 93.9 93.9

Visit 14-Day 309/ 14. navsteva- | V14-

309 der D309 260.4 97.65 97.65

Visit 15-End of Study-Day 337/

15. navsteva- zavere¢na V15-EoS 332.32 124.62 124.62

studijna navsteva

Total Cost Per Patient (EUR)/ Celkové

naklady na pacienta (EUR) 4,348.12 1,630.55 1,630.55

Principal Investigator | Dr. Gabriela Hlavny MUDr. Gabriela
Pavlovicova skusajuci Pavlovicova

Signature Podpis ‘

Date N1.0¢. Qo713 Datum A7 0¢. 2027




8180
SPSRSKBA

Bank code
SWIFT

8180
SPSRSKBA

Kéd banky
SWIFT

B. Principal Investigator fees

The payment will be made separately according
to the Principal Investigator's Payment Appendix
2.2. and in compliance with the Budget Appendix
1.2. — Appendix that are integrated part of the
Agreement and in compliance with the Protocol.

C. Other Clinical Trial-related Costs

Expenses incurred by the Clinical Trial other than
those in paragraph above, required by and in
accordance with the Protocol requirements, will
be paid on regular basis, as per invoice received
by CRO from the Centre.

Payment for courier services required by Clinical
Trial and approved by the Sponsor in writing will
be borne by the Sponsor.

Further reimbursement for additional procedures
and laboratory tests is subject to prior written
approval of the Sponsor.

Subjects who did not meet Clinical Trial eligibility
criteria but had given consent for Clinical Trial
enrolment shall be reimbursed for participation in
the screening phase.

Unscheduled visits: An Unscheduled Visit shall
be defined as a visit from a Subject which is not
expressly set forth in the Protocol, but is
otherwise required for the Clinical Trial.
Unscheduled visits will at the rates set forth in the
budget upon CRO's receipt of original invoices
according to the procedure fees noted in
Appendix 1.1. and 2.1. Centre shall inmediately
inform Sponsor of any Unscheduled Visits and
shall document such Unscheduled Visits in
Source documents and eCRF.

B. Poplatky hlavného skisajiceho

Platba sa uskutocni samostatne podla prilohy
2.2 Platby hlavného skusajlceho a v sulade s
prilohou rozpoctu 1.2. — Prilohy, ktoré su
neoddelitelnou sucastou dohody, a su v
sulade s protokolom.

C. Iné naklady tykajuce sa klinického
skusania

Vydavky vzniknuté v ramci klinického
skusania iné ako tie, ktoré su uvedené v
odseku vysSie a ktoré sa vyzaduju v sulade s
poZiadavkami protokolu, sa budld uhradzat
pravidelne na zaklade faktiry, ktori dostane
CRO od centra.

Platby za kuriérske sluzby poZadované
klinickym skuSanim a pisomne schvalené
sponzorom bude znasat sponzor.

Dalsie Uhrady za dodato&né proceddry a
laboratérne testy podliehaju
predchadzajucemu pisomnému schvaleniu
sponzora.

Subjektom,  ktori  nespifiaju  kritéria
opravnenosti na klinické skusanie, ale dali
suhlas na zaradenie do klinického skus$ania,
sa uhradi G€ast na skriningovej faze.

Neplanovane navstevy: Neplanovana
navsteva je definovand ako navsteva
subjektu, ktora nie je vyslovne uvedena v
protokole, ale je inak potrebna pre klinicke
skuSanie.  Neplanované navstevy sa
uskuto€nia za sadzby uvedené v rozpocte po
prijati originalnych faktir s CRO podla
poplatkov za procedury uvedenych v prilohe
1.1 i21.. Centrum okamzite informuje
sponzora o vSetkych  neplanovanych
navstevach a  zdokumentuje  takéto
neplanované navstevy v zdrojove)
dokumentacii a eCRF.




D. Terms of payment

The Sponsor through the CRO undertakes to pay
the full payment for the billable Non-Patient Costs
upon execution of this Agreement.

These shall be considered as one-time payments
only.
E. Non-Patient Costs

* Non-refundable payment of EUR 3,697.40
for the Centre, being the cost of the
study/site start-up fee, pharmacy start-up
fee, laboratory set-up fee, documents
storage and archiving fee (inclusive of
budget review).

These fees are one-time only payments, made to
Centre.

D. Platobné podmienky

Sponzor sa prostrednictvom CRO zavazuje
zaplatit plnu  platbu za zuctovatelne
nepacientske naklady pri podpise tejto
zmluvy.

Tieto platby sa povaZzuju len za jednorazové.

E. Naklady, ktoré nie su spojené s
pacientmi
e Nenavratna platba o) vyske
3,697.40.00EUR pre centrum/, ktore
predstavuje naklady na poplatok za
zaCatie Cinnosti  Studie/  centra
klinického skusania, poplatok za
zacatie Cinnosti lekarne, zacatie
¢innosti  laboratéria, uskladnovanie
dokumentacii a archivacia (vratane
posldenie rozpoctu).

Tieto poplatky su len jednorazové platby v
prospechcentra.

Desciiftion Toiéal; ;‘?St Popis Total cost EUR/
Poplatok Cati 1,118.60

Study Start-Up Fee/Site 1,118.60 iy i :

Set-Up Fee Lekaren: Poplatok za 870.80

Pharmacy: Set-Up Fee 870.80 zahajenie

Laboratory Set Up Fee 478.80 Laboratérium: 478.80

Poplatok za zahgjenie

Document Storage, 1,229.20 Uschova dokumentov, 1,229.20

Archiving Archivécia

Total Cost 3,697.40 Celkové naklady 3,697.40

F. Screen Failures
The Centre will be paid as below:

Reimbursement for screening failures will be in
the total amount of 832.40 EUR/SF per patient —
1 for every 3 subjects that are
randomized/enrolled, which are occurred during
the screening period due to not meeting
Inclusion/Exclusion criteria.

For purposes of this Agreement, a Screen Failure
shall mean any Subject, who initially appears to
meet the criteria for pre-screening, signs the
informed consent form, completes the pre-

F. Zlyhania skriningu

Centru sa vyplatia nizsie uvedené platby:

Uhrada za zlyhanie skriningu bude v celkove;
sume 832.40 EUR/SF na pacienta — 1 za
kazdé 3 randomizované/zaradené subjekty),
ku ktoremu doSlo pocas skriningového
obdobia z dbévodu nesplnenia kritérii
zaradenia/vylucenia.

Na Uucely tejto dohody sa pod zlyhanim
skriningu rozumie kaZdy subjekt, ktory na
zaciatku zrejme spina kritéria pre predbezny
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Appendix 2
PAYMENT

Priloha 2
PLATBA

2.1. CENTRE PAYMENT

2.1. PLATBA PRE CENTRUM

This Appendix specifies those payments to be
made by the Sponsor to the Centre under Clause
4 of the Agreement. CRO is authorized to make
payment on behalf of Sponsor.

A. Payments
Any and all payments shall be made in EURO.

Payments will be made every 6 (six) months
starting with the date when the first Subject was
enrolled, within 30 days upon receipt and
approval of invoice, as mentioned in the
Agreement

One-time payments will be made within 45 days
upon receipt and approval of invoice.

The remuneration is to be declared for tax
assessment by the payee, the CRO being
exempted from all related obligations. The
amounts include all taxes.

All payments are expressed to be inclusive of
value added tax (VAT where applicable) or similar
indirect taxes, if such are applicable or assessed
by a future tax assessment from a competent
fiscal authority.

The Sponsor will bear the prevailing GST (where
applicable).

The payments will be made to the following bank
accounts, via wire transfer:

Payee Information: Centre

Name Faculty Hospital Nitra

Address Spitalska 6., 950 01 Nitra,
Slovakia

Type of Services  [Centre

Account Number SK49 8180 0000 0070

(or IBAN) 0028 0649

Account Currency [EURO

Bank Name State Treassury

V tejto prilohe sa uvadzaju platby, ktoré ma
sponzor uhradit centru podla dolozky 4
dohody. CRO je opravnena vykonat platbu v
mene sponzora.

A. Platby
Akékolvek a vsetky platby sa uskutocnia

v eurach.

Platby sa budlu uskutocfiovat kazdych 6
(8est) mesiacov poénuc datumom, kedy bol
zaradeny prvy subjectt, do 30 dni od prijatia a
schvalenia faktury, ako je to uvedené v
dohode.

Jednorazové plathy sa uskutocnia do 45 dni
po prijati a schvaleni faktury.

Odmenu ma priznat na danove posudenie
prijemca, pricom CRO je oslobodena od
véetkych suvisiacich povinnosti. VyS$sie
uvedené sumy zahfriaja vSetky dane.
Vsetky platby su vyjadrené vratane dane z
pridanej hodnoty (DPH ak je uplatnitelné)
alebo podobnych nepriamych dani, ak su
uplatnitelné alebo vymerané budutcim
darfiovym vymerom prislusného danového
organu

Sponzor bude znasat previadajuci GST (ak je
uplatnitelné).

Platby sa uskuto¢nia bankovym prevodom na
tieto bankove ucty:

Informacie prijemcu platby:

Meno Fakultna nemocnica Nitra

Adresa Spitalska 6, 950 01 Nitra,
Slovensko

Typ sluzieb Centrum

Cislo uétu (alebo [SK49 8180 0000 0070

IBAN) 0028 0649

Mena uctu EURO

Nazov banky Statna pokladnica




\\Qb‘

Type of Services Principal Investigator | Adresa Mala Kamenna 10,
Account Number (or SK83 0200 0000 Nitra, 949 01 Slovak
IBAN) 0026 4624 5559 Republic
Account Currency EUR " | Typ sluzieb Hlavny Skugajuci
Bank Name ' V&eobecna uverova| Cislo uétu (alebo SK83 0200 0000
SWIFT banka/ SUBASKBX | IBAN) 0026 4624 5559

Mena uétu EUR

Nazov banky Vseobecna uverova

SWIFT banka/ SUBASKBX

B. Principal Investigator

The payment will be made separately according
to the Principal Investigator's Payment Appendix
2.2. and in compliance with the Budget Appendix
1.2. These Appendix that are an integrated part
of the Agreement and in compliance with the
Protocol.

C. Other Clinical Trial-related Costs

Expenses incurred by the Clinical Trial other than
those in paragraph A above, required by and in
accordance with the Protocol requirements, will
be paid on regular basis, as per invoice received
by CRO from the Principal Investigator.

Payment for courier services required by Clinical
Trial and approved by the Sponsor in writing will
be borne by the Sponsor.

In addition, Subjects will receive a reimbursement
for the travel at the end of each visit based on
underlying documents sent by the study
monitoring body and approved by the Principal
Investigator. The Patient Travel costs shall be
reimburesed without exceeding the maximum of
35 Eur Per Visit/patient.

Further reimbursement for additional procedures
and laboratory tests is subject to prior written
approval of the Sponsor.

Subjects who did not meet Clinical Trial eligibility
criteria but had given consent for Clinical Trial
enrolment shall be reimbursed for participation in
the screening phase.

=B, Poplatky hlavného skusajuceho

Platba sa uskutoéni samostatne podla prilohy
2.2 Platba hlavného skusajuceho a v sulade
s prilohou 1.2 Rozpog&et. Tieto prilohy, ktoré
si neoddelitelnou suéastou dohody a v
sulade s protokolom.

C. Iné naklady tykajiuce sa klinického
skusania

Vydavky vzniknuté v ramci klinického
skusania iné ako tie, ktoré sU uvedené v
odseku A vyssie a ktoré sa vyzaduju v sulade
s poziadavkami protokolu, sa budl uhradzat
pravidelne na zaklade faktary, ktorll dostane
CRO od Hlavného skusajlceho.

Platby za kuriérske sluzby poZadované
klinickym skusanim a pisomne schvalené
sponzorom bude znasat sponzor.

Okrem toho pacienti dostant nahradu za
cestovne na konci kaZzde] navstevy na
zaklade podkladov zaslanych monitorom
klinického skusania a schvalenych hlavnym
skusajucim. Cestovné naklady pacienta tvoria
35.00 EUR - na kazdu navstevu/ pacienta.

Dalsie Uhrady za dodatoéné procedury a
laboratérne testy podliehaju
predchadzajicemu pisomnému schvaleniu
sponzora.

Subjektom,  ktori  nespifaju  kritéria
opravnenosti na klinické skusanie, ale dali
suhlas na zaradenie do klinického skusania,
sa uhradi u¢ast na skriningovej faze.




Unscheduled visits: An Unscheduled Visit shall
be defined as a visit from a Subject which is not
expressly set forth in the Protocol, but is
otherwise required for the Clinical Trial.
Unscheduled visits will at the rates set forth in the
budget upon CRO’s receipt of original invoices
according to the procedure fees noted in
Appendix 1.2. and 2.2. The Principal Investigator
shall immediately inform Sponsor of any
Unscheduled Visits and shall document such
Unscheduled Visits in Source documents and
eCRF.

D. Terms of payment

The Principal Investigator and the Sub-
Investigators specification of the breakdown of
the payment for them is as follows:

Dr. Gabriela Pavlovicova - Principal Investigator
-25%, i.e. 5,435.15 EUR/1 patient;
1. Dr. Matej Tohol — Sub-investigator —
20%, i.e. 4,348.12 EUR/1 patient;
2. Dr. Samuel Pavlovic — Sub-Investigator
- 7.5%, i.e 1,630.565 EUR/1 patient;
3. Dr. Alena Trtolova — Sub-Investigator —
7.5 %, i.e. 1,630.55 EUR/1 patient;

The bank details for these other persons shall be
separately provided to the CRO, directly.

The Sponsor through the CRO undertakes to pay
the full payment for the billable Non-Patient Costs
upon execution of this Agreement to the Principal
Investigator accordingly.

In relation to the conduct of this clinical trial, the
CRO undertakes not to provide other persons
participating in the clinical study with any other
payments regarding any remuneration for the
clinical study trial, except for the payments stated
in this Annex, correlated with Appendix 2.2.
herein.

Neplanované navstevy: Neplanovana
navéteva je definovana ako navsteva
subjektu, ktora nie je vyslovne uvedend v
protokole, ale je inak potrebna pre klinické
skusanie. Neplanované navstevy budu v
sadzbéach stanovenych v rozpocte po prijati
originalov faktur CRO podla poplatkov za
procedury uvedenych v prilohe 1.2. a 2.2..
Hlavny skusajuci okamzite informuje
sponzora o vSetkych  neplanovanych
navétevach a  zdokumentuje  takéto
neplanované navstevy v zdrojovej
dokumentacii a eCRF

D. Platobné podmienky

Hlavny skusajuci a spolu  skuSajuci
Specifikacia rozdelenia Uhrady pre nich je
nasledovna:

MUDr. Gabriela Pavlovicova - Hlavny
skusajuci -20%, t.j. 5,435.15 EUR/1 pacient;
1. MUDr. Matej Tohol - subinvestigator
-20%, tj. 4,348.12 EUR/1 pacient;

2 MUDr. Samuel Pavlovic -
subinvestigator — 7.5 %, t.j. 1,630.55 EUR/1
pacient;

3. MUDr. Dr. Alena Triolova -
subinvestigator — 7.5 %, tj. 1,630.55 - EUR/1
pacient;

Bankové Udaje tychto dalsich os6b sa
poskytuju osobitne, priamo CRO.

Sponzor sa prostrednictvom CRO zavazuje
zaplatit Ghradu za zlcCtovatelné naklady,
ktoré sa nevztahuju na pacienta, v plnej
vyske po uzavreti tejto zmluvy Hlavnemu
sku§ajucemu zodpovedajucim spésobom.

V slvislosti s vykonavanim tohto klinického
skusania sa CRO zavazuje, Ze neposkytne
inym osobam zu¢astriujucim sa na klinickom
skusani Ziadne iné platby tykajuce sa
akejkolvek odmeny za klinické skuSanie,
okrem platieb uvedenych v tejto prilohe, v
korelacii s prilohou 2.2. tejto zmluvy.
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screening and/or screening visit but does not
randomize into the Clinical Trial.

Upon receipt of all relevant executed contracts
and Sponsor's satisfaction that all required
regulatory approvals have been obtained, the
Centre shall invoice CRO for Sponsor, for the
Payments made in this respect. All payments
shall be made without any deduction, set-off or
withholding whatsoever.

Invoices: All correct invoices pertaining to the
Clinical Trial should be addressed to Sponsor and
submitted for reimbursement to the following:
invoices@operacro.com

Original invoices (only where required by OPERA
CRO) should be sent to:

OPERA CRO

Romania, Timis county, Timisoara, 10 Cozia
street, building B, zip code 300209
<HLX04-O-wAMD  Slovakia site 52004>
Invoices

Attention: Payments Team
G. Withdrawal/Early Termination

If the Clinical Trial is terminated prematurely by
either Party, the final payment will cover the
number of Subjects entered to date (pro-rata
payment), plus reasonable expenses incurred
solely due to the Clinical Trial.

H. Repayment of Unearned or Withheld
Funds on Termination
If, upon the effective date of termination, the
Sponsor has advanced funds which are unearned
by the Centre, the latter shall repay such funds
within sixty (60) days of the effective date of
termination. In the event that the Centre fails to
repay such funds in a timely manner, the Sponsor
may deduct an equivalent amount from the

skrining, podpise formular informovaného
suhlasu, absolvuje predbeZzny skrining
alalebo skriningovl navstevu, ale nie je
randomizovany do klinického skusania.

Po prijati v8etkych prislusnych podpisanych
zmlav a po tom, ako sa sponzor presveddi, ze
boli ziskané vsetky pozadované regulaéné
povolenia, centrum vystavi CRO pre
sponzora zalohové platby uskutoénené v tejto
suvislosti. VSetky platby sa uskuto¢nuju bez
akychkolvek zrazok, zapocitania alebo inych
zrazok.

Faktury: Véetky spravne faktary tykajuce sa
klinického skusania by mali byt adresované
sponzorovi a predlozené na uhradu na tuto
adresu:invoices@operacro.com

Pdévodne faktury (len kde ich pozaduje
OPERA CRO) by sa mali poslat na:
OPERA CRO

Rumunsko, Timis county, Timisoara, 10
Cozia street, building B, PSC 300209
<HLX04-O-wAMD  Slovensko stranka
52004> Faktary

Pozornost’: Tim platieb

G. Odstapenie od dohody/predc¢asné

ukonéenie

Ak je klinické skusanie pred¢asne ukoncené
ktoroukolvek zo zmluvnych stran, zavere¢na
platba pokryje pocet doteraz prihlasenych
subjektov (pomerna platba) plus primerané
vydavky, ktoré vznikli vyluéne v suvislosti s
klinickym skusanim.

H. Vratenie neziskanych alebo
zadrzanych finanénych prostriedkov
pri ukonceni

Ak ku dfu uginnosti ukoncenia sponzor
vyplatil zalohu, ktord centrum neziskalo,
centrum  tieto  prostriedky vrati  do
Sestdesiatich (60) dni odo dna uUcinnosti
ukonéenia. V pripade, Ze centrum nevrati
tieto prostriedky véas, sponzor moze




payment then or later due from the Sponsor to the
Centre under this or any other arrangements
between the Parties.

Any undisputed amounts withheld by the Sponsor
pending completion of the Clinical Trial shall be
released by the Sponsor to the Centre within
thirty (30) days of completion of the Clinical Trial.

I. FDA Financial Disclosure Rules

The requirements of the FDA Financial
Disclosure Rule is acknowledged and the
Principal Investigator Certification/Disclosure
Form will be completed and signed by the
Principal Investigator prior to the start of the
Clinical Trial for disclosure to the FDA if
necessary.

J. Amendment of Payee Details

Centre may request to revise the payee details
provided herein during the course of the Clinical
Trial. In such cases, the Parties agree that no
amendment to this Agreement shall be required
provided that Centre provides written notification
to Sponsor with the revised payee details. The
Parties further agree that Sponsor assumes no
liability for incorrect payee details provided by
Centre. The Centre will be paid in accordance
with the terms set forth in the budget as set out in
Appendix 1.1.

K. Subject transfer: In the eventuality that,
a Study Subject must be transferred from the
present Study Site to another Study site, for
reasons approved within the ICH EB6 (R2)
Guideline for Good Clinical Practice, any and all
subject related fees will be transferred along with
the Study Subject to the other site, accordingly.

odpocitat ekvivalentni sumu z platby, ktoru
ma sponzor v tom ¢ase alebo neskér zaplatit
centruna zaklade tejto alebo inych dohdd
medzi stranami.

Akékolvek  nesporné sumy zadrzané
sponzorom do ukongenia klinického skusania
uvolni sponzor institucii do tridsiatich (30) dni
od ukoné&enia klinického skusania.

I. Pravidla zverejiiovania finan¢nych
informacii FDA
Poziadavky Pravidiel zverejfiovania

finanénych informacii FDA sa berd na
vedomie a hlavny skusajuci pred zaciatkom
klinického skusania vyplni a podpise formular
certifikacia/zverejnenie hlavného
skusajuceho, ktory sa v pripade potreby
zverejni FDA.

J. Zmena udajov o prijemcovi

Centrum mobze v priebehu klinického
sku$ania poziadat o zmenu Udajov o
prijemcovi uvedenych v tomto dokumente. V
takychto pripadoch sa zmluvné strany
dohodli, ze nie je potrebna ziadna zmena a
doplnenie tejto dohody za predpokladu, Ze
centrum poskytne sponzorovi pisomné
oznamenie s revidovanymi U(dajmi o
prijemcovi. Strany sa dale] dohodli, Ze
sponzor nenesie Ziadnu zodpovednost za
nespravne Udaje o prijemcovi poskytnuté
centrom. Centrum sa bude vyplacat v sulade
s podmienkami stanovenymi v rozpocéte, ako
je uvedené v prilohe 1.1.

K. Prevod subjektu: V pripade, ze
subjekt studie musi byt presunuty zo
sucasného miesta studie na iné miesto studie
z dévodov schvalenych v smernici ICH ES&
(R2) pre spravnu klinicka prax, vsetky
poplatky stvisiace so subjektom Studie budu
presunute spolu so subjektom Studie na ine
miesto.

University Hospital
Trené€in

Centre

Nemocnica Fakultna
nemocnica Trenéin

Centrum




F. Screen Failures
The Principal Investigator will be paid as below:
Reimbursement for screening failures will be in
the total amount of 520.25 EUR/SF — 1 for every
3 subjects that are randomized/enrolled, which
are occurred during the screening period due to
not meeting Inclusion/Exclusion criteria.

The Sub-Investigators will be paid as below:
Reimbursement for screening failures — 1 for
every 3 subjects that are randomized/enrolled,
which are occurred during the screening period
due to not meeting Inclusion/Exclusion criteria,
will be in total amount of:

1. Dr. Matej Tohol - Sub-investigator —
20%, i.e 416.20 EUR/SF

2. Dr. Samuel Pavlovic — Sub-Investigator
- 7.5 %, i.e 156.08 EUR/SF

3. Dr. Alena Trtolova — Sub-Investigator —
7.5%, i.e. 1566.08 EUR/SF

For purposes of this Agreement, a Screen Failure
shall mean any Subject, who initially appears to
meet the criteria for pre-screening, signs the
informed consent form, completes the pre-
screening and/or screening visit but does not
randomize into the Clinical Trial.

Upon receipt of all relevant executed contracts
and Sponsor's satisfaction that all required
regulatory approvals have been obtained, the
Principal Investigator shall invoice CRO, for the
Payments made in this respect. All payments
shall be made without any deduction, set-off or
withholding whatsoever.

Invoices: All correct invoices pertaining to the
Clinical Trial should be addressed to CRO and
submitted for reimbursement to the following:
invoices@operacro.com

Original invoices (only where required by OPERA
CRO) should be sent to:

F. Zlyhania skriningu

Hlavnému skusajucemu sa vyplatia nizsie
uvedené platby: Uhrada za zlyhanie skriningu
bude v celkovej sume 520.25 EUR/SF — 1 za
kazde 3 randomizované/zaradené subjekty),
ku ktorému doslo poc¢as skriningového
obdobia z dévodu nesplnenia kritérii
zaradenia/vylucenia.

Spoluskusajucim sa vyplatia nizsie uvedené
platby: Uhrada za zlyhanie skriningu — 1 za
kazde 3 randomizované/zaradené subjekty),
ku ktorému doslo pocas skriningového
obdobia z dévodu nesplnenia kritérii
zaradenia/vyluc€enia, bude v celkovej sume:

1. MUDr. Matej Tohol — subinvestigator
—20%, i.e. 416.20 EUR/SF

2. MUDr. Dr. Samuel Pavlovic -
subinvestigator — 7.5%, i.e 156.08
EUR/SF

3. MUDr. 3. Dr. Alena Trtolova —

subinvestigator — 7.5%, i.e. 156.08
EUR/SF

Na ucely tejto dohody sa pod zlyhanim
skriningu rozumie kazdy subjekt, ktory na
zaciatku zrejme spiiia kritéria pre predbezny
skrining, podpise formular informovaného
suhlasu, absolvuje predbezny skrining
alalebo skriningovil navstevu, ale nie je
randomizovany do klinického skugania.

Po prijati vSetkych prislusnych podpisanych
zmluv a po tom, ako sa sponzor presvedéi, ze
boli ziskané vSetky poZzadované regulatné
povolenia, hlavny skusajuci vystavi CRO
fakturu za platby vykonané v tejto suvislosti.
Véetky platby sa uskutoénuju bez
akychkolvek zrazok, zapocitania alebo inych
zrazok.

Faktury: VSetky spravne faktury tykajlce sa
klinického skusania by mali byt adresované
CRO a predlozené na thradu na tuto adresu:
invoices@operacro.com

Pdvodné faktury (len kde ich poZaduje
OPERA CRO) by sa mali poslat na:




OPERA CRO

Romania, Timis county, Timisoara, 10 Cozia
street, building B, zip code 300209
<HLX04-O-wAMD Slovakia Site 52004>
Invoices

Attention: Payments Team

G. Withdrawal/Early Termination

If the Clinical Trial is terminated prematurely by
either Party, the final payment will cover the
number of Subjects entered to date (pro-rata
payment), plus reasonable expenses incurred
solely due to the Clinical Trial.

H. Repayment of Unearned or Withheld
Funds on Termination

If, upon the effective date of termination, the
Sponsor has advanced funds which are unearned
by the Principal Investigator, the Principal
Investigator shall repay such funds within sixty
(60) days of the effective date of termination. In
the event that the Principal Investigator fails to
repay such funds in a timely manner, the Sponsor
may deduct an equivalent amount from the
payment then or later due from the Sponsor to the
Principal Investigator under this or any other
arrangements between the Parties.

Any undisputed amounts withheld by the Sponsor
pending completion of the Clinical Trial shall be
released by the Sponsor to the Principal
Investigator within thirty (30) days of completion
of the Clinical Trial.

I. FDA Financial Disclosure Rules

The requirements of the FDA Financial
Disclosure Rule is acknowledged and the
Principal Investigator Certification/Disclosure
Form will be completed and signed by the
Principal Investigator prior to the start of the
Clinical Trial for disclosure to the FDA if
necessary.

OPERA CRO
Rumunsko, Timis county, Timisoara, 10
Cozia street, building B, PSC 300209

<HLX04-O-wAMD  Slovensko  stranka
52004> Faktary

Pozornost’: Tim platieb

G. Odstapenie od dohody/predéasné

ukonéenie
Ak je klinické skusanie pred¢asne ukonéené
ktoroukolvek zo zmluvnych stran, zavere¢na
platba pokryje pocet doteraz prihlasenych
subjektov (pomerna platba) plus primerane
vydavky, ktoré vznikli vyluéne v suvislosti s
klinickym skusanim.

H. Vratenie neziskanych alebo
zadrzanych finanénych prostriedkov
pri ukonceni

Ak ku diu d€innosti ukonCenia sponzor
vyplatil zalohu, ktora nie je splatna hlavnemu
skusajucemu, hlavny  skusajuci  tieto
prostriedky vrati do Sestdesiatich (60) dni odo
dria uUcinnosti ukonéenia. V pripade, Ze
hlavny skusajuci nevrati tieto prostriedky
véas, sponzor mdze odpocitat ekvivalentnu
sumu z platby, ktorl ma sponzor v tom ¢ase
alebo neskér zaplatit' hlavnému skuisajucemu
na zaklade tejto alebo inych dohdd medzi
stranami.

Akékolvek  nesporné sumy zadrZané

sponzorom do ukoncenia klinickeho sktsania

uvolni sponzor hlavnému skusajucemu do
tridsiatich (30) dni od ukoncenia klinického
skdsania.

I. Pravidla zverejiovania finan¢nych
informacii FDA

Poziadavky Pravidiel zverejfiovania

finan¢nych informacii FDA sa beru na

vedomie a hlavny skusajuci pred zaciatkom
klinického skusania vyplni a podpise formular
certifikacia/zverejnenie hlavného
skusajuceho, ktory sa v pripade potreby
zverejni FDA.
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Amendment of Payee Details

Principal Investigator may request to revise
the payee details provided herein during the
course of the Clinical Trial. In such cases, the
Parties agree that no amendment to this
Agreement shall be required provided that
Principal  Investigator provides written
notification to Sponsor with the revised payee
details. The Parties further agree that
Sponsor assumes no liability for incorrect
payee details provided by Principal
Investigator. The Principal Investigator will be
remunerated in accordance with the terms set
forth in the budget as set out in Appendix 1.2.

. Subject transfer: In the eventuality that, a

Study Subject must be transferred from the
present Study Site to another Study site, for
reasons approved within the ICH E6 (R2)
Guideline for Good Clinical Practice, any and
all subject related fees will be transferred
along with the Study Subject to the other site,
accordingly.

Fiscal Residence of the Principal
Investigator and other related
requirements

The  Principal  Investigator  expressly

represents and warrants that, in accordance
with applicable law, it is not required to
register for VAT purposes, and that it
assumes all risks of non-registration, both for
itself and for the CRO, and that it will bear any
and all consequences should this declaration
prove not to be in accordance with applicable
law, and that it will fully indemnify the CRQ for
any damages caused by non-registration.

With regards to fiscal requirements, the
Principal Investigator must provide the Fiscal
Residence certificate to CRO (by electronic
methods of communication accepted by the
Parties), until the first payment scheduled for
this study, but no later than 6 months after the
signing of the present Agreement.

J. Zmena udajov o prijemcovi

hlavny skusajuci méze v priebehu klinického
skuSania poZiadat o zmenu Udajov o
prijemcovi uvedenych v tomto dokumente. V
takychto pripadoch sa zmluvné strany
dohodli, Ze nie je potrebna Ziadna zmena a
doplnenie tejto dohody za predpokladu, Ze
hlavny  skusajuci  poskytne  sponzorovi
pisomné oznamenie s revidovanymi tdajmi o
prijemcovi. Strany sa dalej dohodli, Ze
sponzor nenesie Ziadnu zodpovednost za
nespravne Udaje o prijemcovi poskytnuté
hlavnym skusajucim. Hlavny skusajuci sa
bude vyplacat v sulade s podmienkami
stanovenymi v rozpoéte, ako je uvedené v
prilohe 1.2.

K. Prevod subjektu: V pripade, Ze subjekt
studie musi byt presunuty zo suc¢asného
miesta Stadie na iné miesto Studie z
dévodov schvalenych v ramci usmernenia
ICH E6 (R2) pre spravnu klinicki prax,
vsetky poplatky stvisiace so subjektom
studie budu  presunuté spolu  so
subjektom Stadie na iné miesto.

L. Darnové sidlo hlavného skiisajliiceho a
d'alSie suvisiace poziadavky

Hlavny skuSajuci vyslovne vyhlasuje a
zarucuje, ze v sulade s platnymi pravnymi
predpismi nie je povinny registrovat sa na
ucely DPH a Ze prebera vsetky rizika spojené
s neregistraciou, a to tak pre seba, ako aj pre
CRO, a Ze ponesie vSetky désledky, ak sa
ukaze, Ze toto vyhlasenie nie je v sulade s
platnymi pravnymi predpismi, a Ze v plnej
miere odSkodni CRO za vsetky sSkody
spésobené neregistraciou.

Pokial ide o danové poziadavky, hlavny
skusajuci musi poskytnut CRO potvrdenie o
danovom sidle (elektronickymi
komunikaénymi metoédami, ktoré zmluvné
strany akceptuju) do prvej planovanej platby
za tuto Studiu, najneskér véak do 6 mesiacov
od podpisania tejto dohody.




Principal Dr. Gabriela Hlavny skasajaci | MUDr. Gabriela

Investigator Pavlovicova/ Pavlovicova
Signature ’ Podpis

Datum 7
Date M. of. 70l

W 0f. 1?7

Shanghai Henlius | Prostrednictvom

Sflanghai Henlius | through Opera Biofech: Tire. Organizacie
Biotech. Inc. Contrapt . Research zmluvného  vyskumu
Organization SRL Opera SRL
/ Pravny zastupca | ,Dr /Serban Rosu, CEO
Legal representat . Serban Rosu, 4 /S
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Legal representative Mgr. Michal Faijin, | | Pravne Mgr. Michal Fajin, MBA
MBA—T zastupenie \ ]

Signature (' i ) Podpis zastupcu

Date a2 AN Datum 70 0P\ 700V

Shanghai Henlius | through Opera | ['Shanghai Prostrednictvom

Biotech. Inc. Contract® Regearch | | Henlius Biotech. Organizacie
Organization SRL Inc. zmluvného  vyskuwmu

» / Opera SRL

Legal representativ? __7%erban Rosu, | [ Pravny zastupca ﬁl;r? S n Rosu, CEO
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Signature
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2.2. PAYMENT OF THE PRINCIPAL
INVESTIGATOR

This Appendix specifies those payments to be
made by the Sponsor to the Principal Investigator
under Clause 4 of the Agreement. CRO is
authorized to make payment on behalf of
Sponsor.

A.Payments

Any and all payments shall be made in EURQO.

Payments will be made every 6 (six) months
starting with the date when the first Subject was
enrolled, within 30 days upon receipt and
approval of invoice, as mentioned in the
Agreement.

The remuneration is to be declared for tax
assessment by the payee, Opera CRO being
exempted from all related obligations. The
amounts include all taxes.

All payments are expressed to be inclusive of
value added tax (VAT where applicable) or similar
indirect taxes, if such are applicable or assessed
by a future tax assessment from a competent
fiscal authority.

The Sponsor will bear the prevailing GST (where
applicable).

The payments will be made to the following bank
accounts, via wire transfer:

Payee Information: Principal Investigator

Name Dr. Gabriela
Pavlovicova
Personal Identification 705206/6318

Number/ Tax ID

Address
Nitra, 949 01 Slovakia

Mal4 Kamenna 10.,|

2.2. PLATBA PRE HLAVNEHO

V tejto prilohe sa uvadzaju platby, ktoré ma
sponzor uhradit Hlavnému skasajucemu i
podla dolozky 4 dohody. CRO je opravnena
vykonat platbu v mene sponzora

A. Platby

Akékolvek a vsetky platby sa uskuto€nia
v eurach.

Platby sa budl uskutoériovat kazdych 6
(sest) mesiacov pocnlc datumom, kedy bol
zaregistrovany prvy subjekt, do 30 dni od
prijatia a schvalenia faktury, ako je to
uvedené v dohode.

Odmenu ma priznat na dariové posudenie
prijemca, pricom Opera CRO je oslobodena
od vsetkych suvisiacich povinnosti. Sumy
zahinaju vsetky dane.

Vsetky platby su vyjadrené vratane dane z
pridanej hodnoty (DPH ak je uplatnitelne)
alebo podobnych nepriamych dani, ak su
uplatnitelné alebo vymerané budtcim
danovym vymerom prisiusného dariového
organu.

Sponzor bude znasat previadajuci GST (ak
sa uplatiuje).

Platby sa uskuto¢nia bankovym prevodom na
tieto bankove ucty:

| Informacie  prijemcu  platby:  Hlavny

skusajuci
e e oo
Pavlovicova
Osobné

705206/6318

- identifikacné

- &islo/dariové
-~ identifikacné ¢islo
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APPENDIX NO. 3
EQUIPMENT

The below equipment will be provided to the Center, for
the study entitled:

A Phase 3, Two-part (Open-label Followed by
Randomized Double-masked Active Controlled) Studly to
Compare the Efficacy and Safety of HLX04-O
Administered by Intravitreal Injection with ranibizumab in
Subjects with wet Age-related Macular Degeneration
(WAMD) under the provisions of the Clinical Trial
Agreement:

EDTRS- 3251 Traceble® Dual-Range Light Meter

EDTRS- Fluorescent Lamp 2425E-v2
EDTRS- Premier Clinical Trial Frame
EDTRS-

Room Centrifuge

ECG Machine with thermal paper
Refrigerator (2-8°C x]

Temperature recorder (calibrated) for -20 C freezer
Tympanic thermometer

The present Appendix 3 is an integrated part of the
Clinical Trial Agreement and has the same legal power
as the latter.

Henlius Biotech, Inc. through Opera CRO / Hen

Place/Miesto 7/}{/5(7/?2&/

PRILOHA 3.
PRISTROJE

Centru klinikcého skusania budu poskytnuté nizsie
uvedené pristroje na ucely studie s nazvom:

Dvojdielne klinické skasanie fazy 3 (otvorené s
naslednym

randomizovanym, dvojito  maskovanym, aktivne
kontrolovanym skusanim) na porovnanie Ucinnosti a
bezpecnosti HLX04-O podavaného intravitredlnou
injekciou oproti ranibizumabu u 0séb s vihkou vekom
podmienenou degeneraciou makuly (VPMD) podia
ustanoveni zmluvy o klinickom skusani:

EDTRS- 96 Hour Pre-Burned-In Replacement Fluorescent Lamp with Diffuser for Cat.

Temperature recorder (calibrated) for 2-8 C refrigerator

Tento Priloha 3 je neoddelitelnou stc¢astou dohody o
klinickom sku$ani a ma rovnaku pravnu silu ako tato
dohoda.

lius Biotech, Inc. prostrednictvom Opera CRO

Date/Datum: __ /222D 297 <

First and last name/Meno a priezvisko: Dr
Position/ Pozicia: CE

Z0174 5-;;"'/ ]
su/Séerban-Marius

Study Site/Centrum

klinického sku$ania

Faculty Hospital Nitra/ Fakultna nemocnica Nitra

Place/ Miesto: & | TZ A

Date/ Datum: _24. Of 71773

First and last name/ Meno a priezvisko: Michal Fajin, Mgr, MBA
Position: Legal Representative- Director of Hospital/ $tatutarny zastupca — riaditel nemocnice

4+
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APPENDIX 4: STANDARD CONTRACTUAL PRILOHA 4: STANDARDNE ZMLUVNE

CLAUSES DOLOZKY
(CONTROLLER TO CONTROLLER) (KONTROLOR PRE KONTROLORA)
1. Name of the data exporting organization 2. Nazov organizacie exportujicej udaje
Institution:  Faculty Hospital Nitra, Clinic of | Institacia: Fakultna nemocnica Nitra, Spitalska 6.,

Ophthalmology, Spitalska 6., Nitra, 950 01 Slovakia

Principal Investigator: Dr. Gabriela Pavlovicova.

acting as the data exporter (the “data exporter”)

Nitra, 950 01 Slovensko
Hlavny skusajuci: MUDr. Gabriela Paviovidova

vystupujuci ako vyvozca udajov (dalej len ,,vyvozca
udajov")

Data Exporter Contact Point for Data Protection

Kontaktné miesto vyvozcu tdajov pre otazky

Inquiries: tykajuce sa ochrany Gidajov:
JUDr. Jakub Pavéik, pravne@osobnyudaj.sk, 00421 JUDr. Jakub Pavéik, pravne@osobnyudaj.sk, 00421
940 629 297 940 629 297
and a

2. Name of the data importing organization

Shanghai Henlius Biotech, Inc. through OPERA CRO,
acting as the data importer (the “data importer”)

2. Nazov organizacie dovazajucej udaje

Shanghai Henlius Biotech, Inc. prostrednictvom
OPERA CRO, konajlcej ako dovozca tidajov (dalej
len ,dovozca udajov”)

Data Importer Contact Point for Data Protection
Inquiries:

gdpr@presido.hr

Kontaktné miesto dovozcu tidajov pre otazky
tykajuce sa ochrany udajov:

_gdpr@presido.hr

each a "party”; together “the parties”,

kazda ako ,Strana" a kolektivne ,Strany*

HAVE HEREBY CONVENED regarding the following
contractual clauses ("Clauses”) in order to ensure
adequate safeguards with respect to the protection of
the privacy and fundamental rights and freedoms of
individuals for the transfer of personal data under the
Annexes 1,2 by the data exporter to the data importer:

SA TYMTO DOHODLI o nasledujucich zmluvnych
dolozkach (dalej len ,Dolozky*), aby sa zabezpedili
primerané zaruky s ohfadom na ochranu stkromia a
zakladnych prév a slobdd jednotlivcov na prenos
osobnych Udajov podla priloh 1,2 zo strany vyvozcu
udajov k dovozcovi Udajov:

l. Section |.

I. Cast'I.

Clause 1. Purpose and scope

Dolozka 1. Uéel a rozsah

(a) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of
the European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (General Data Protection Regulation)
for the transfer of personal data to a third
country.

(a) Ugelom tychto Standardnych zmluvnych
doloZiek je zabezpedit sulad s poziadavkami
Nariadenia Eurépskeho parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych os6b pri spracuvani osobnych
udajov a volny pohyb takychto U(dajov
(vSeobecne nariadenie o ochrane osobnych
udajov) za Ucelom prenosu osobnych
Udajov do tretej krajiny.

| (b) The Parties:
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(i) the natural or legal person(s), public
authority/ies, agencylies or other
body/ies (hereinafter ‘entity/ies’)
transferring the personal data, as listed
in Annex LA (hereinafter each ‘data
exporter’), and

(i) fyzicka alebo pravnicka osoba(y),
organ(y) verejnej moci, agentira(y)
alebo iny organ(y) (dalej len
,subjekt(y)"), ktoré prenasaju osobné
Udaje, ako je uvedené v prilohe LA
(dalej len ,vyvozca udajov’) a

(i) the entity/ies in a third country receiving
the personal data from the data exporter,
directly or indirectly via another entity
also Party to these Clauses, as listed in
Annex LA (hereinafter each ‘data
importer’)

have agreed to these standard contractual
clauses (hereinafter: ‘Clauses’).

(i) subjekt(-y) v tretej krajine, ktory prijima
osobné Udaje od vyvozcu Udajov,
priamo alebo nepriamo prostrednictvom
iného subjektu, ktory je tiez zmluvnou
stranou tychto doloZiek, ako je uvedené
v prilohe 1.A (dalej len ,dovozca Udajov”)

sthlasili s tymito $tandardnymi
zmluvnymi  dolozkami  (dalej len
,DoloZky’).

(c)

These Clauses apply with respect to the
transfer of personal data as specified in Annex
[.B.

(c) Tieto dolozky platia s ohladom na prenos
osobnych udajov, ako je to Specifikovane v
prilohe 1.B.

(d)

The Appendix to these Clauses containing the
Annexes referred to therein forms an integral
part of these Clauses.

(d) Dodatok k tymto doloZkam, ktory obsahuje
prilohy, na ktoré sa v fnom odkazuje, tvori
neoddelitelnu sucast tychto doloziek.

Clause

2. Effect and invariability of the Clauses

Dolozka 2. U¢inok a nemennost’ doloZiek

(a)

These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article
46(1) and Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers
from controllers to processors  and/or
processors to processors, standard contractual
clauses pursuant to Article 28(7) of Regulation
(EU) 2016/679, provided they are not modified,
except to select the appropriate Module(s) or to
add or update information in the Appendix. This
does not prevent the Parties from including the
standard contractual clauses laid down in these
Clauses in a wider contract and/or to add other
clauses or additional safeguards, provided that
they do not contradict, directly or indirectly,
these Clauses or prejudice the fundamental
rights or freedoms of data subjects.

(a) Tieto doloZky stanovuju primerané zaruky
vratane vymahatelnych prav dotknutych
os6b a uginnych pravnych prostriedkov
napravy podla ¢lanku 46 ods. 1 a ¢lanku 46
ods. 2 pism. (c) Nariadenia (EU) 2016/679
a, s ohladom na prenosy Udajov od
kontrolorov na spracovatelov, Standardne
zmluvné dolozky podla &lanku 28 ods. 7
Nariadenia (EU) 2016/679 za predpokladu,
?e nebudl upravené, s vynimkou vyberu
prislusného  modulu  (modulov) alebo
pridania alebo aktualizacie informacii v
dodatku. Te zmluvnym stranam nebrani v
tom, aby =zahrnuli $tandardné zmluvne
dolozky stanovené v tychto doloZkach do
siréej dohody a/alebo pridali dalSie dolozky
alebo dodatoéné zaruky za predpokladu, Ze
nebudl priamo alebo nepriamo v rozpore s
tymito  dolozkami  alebo  neposkodia
zakladné prava. alebo slobody dotknutych
osobb.

These Clauses are without prejudice to
obligations to which the data exporter is subject
by virtue of Regulation (EU) 2016/679.

(b) Tymito dolozkami nie su  dotknute
povinnosti, ktorym podlieha vyvozca ldajov
na zaklade Nariadenia (EU) 2016/679.

Clause 3. Third-party beneficiaries

Dolozka 3. Prijemcovia tretich stran




(a) Data subjects may invoke and enforce these
Clauses, as third-party beneficiaries, against
the data exporter and/or data importer, with the

(a2) Dotknuté osoby sa moézu dovolavat a
presadzovat’ tieto dolozky ako opravnené
tretie strany voci vyvozcovi udajov al/alebo

following exceptions: dovozcovi  Udajov, s nasledujucimi
vynimkami:
(i) Clause 1, Clause 2, Clause 3, Clause 6, (i) Dolozka 1, Dolozka 2, Dolozka 3,

Clause 7:

Dolozka 6, Dolozka 7;

Clause 8 — Module One: Clause 8.5 (e) and
Clause 8.9(b);

DoloZzka 8 — Modul jeden: Dolozka 8.5
(e) a Dolozka 8.9(b);

Clause 12 — Module One: Clause 12(a) and

Dolozka 12 — Modul jeden: Dolozka

(d); 12(a) a (d);
(iv) Clause 13; (iv) Dolozka 13;
(v) Clause 15.1(c), (d) and (&); (v) Dolozka 15.1(c), (d) a (e);
(vi) Clause 16(e); (vi) Dolozka 16(e);
(vii) Clause 18 — Modules One, Two and Three: (vii) Dolozka 18 — Moduly jeden, dva a tri:

Clause 18(a) and (b);

Dolozka 18(a), (d) a (b);

(b) Paragraph (a) is without prejudice to rights of
data subjects under Regulation (EU) 2016/679.

(b) Odsekom (a) nie su dotknuté prava
dotknutych oséb podla Nariadenia (EU)
2016/679. :

Clause 4. Interpretation

Dolozka 4. Vyklad

(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that
Regulation.

(a) Ak sa v tychto dolozkach pouzivaju pojmy
definované v Nariadeni (EU) 2016/679, tieto
pojmy maju rovnaky vyznam ako v
uvedenom Nariadeni.

(b) These Clauses shall not be interpreted in a way
that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

(b) Tieto doloZzky sa nesmu vykladat spdsobom,
ktory by bol v rozpore s pravami a
povinnostami ustanovenymi v Nariadeni
(EU) 2016/679.

Clause 5. Hierarchy

Dolozka 5. Hierarchia

In the event of a contradiction between these Clauses
and the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed
or entered into thereafter, these Clauses shall prevail.

V pripade rozporu medzi tymito doloZzkami a
ustanoveniami suvisiacich dohéd medzi zmluvnymi
stranami, existujucimi v ¢ase, ked su tieto dolozky
dohodnuté alebo uzavreté neskdr, maju prednost
tieto dolozky.

Clause 6. Description of the transfer(s)

Dolozka 6. Popis prenosu(ov)

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are specified
in Annex |.B.

Podrobnosti o prenose (prenosoch), a najmé o
kategoriach prenasanych osobnych Udajov a Ucele
(Uceloch), na ktory sa prenasaju, su uvedené v
prilohe I.B.

Clause 7. Docking clause

Dolozka 7. Dokovacia dolozka

(a) An entity that is not a Party to these Clauses
may, with the agreement of the Parties, accede
to these Clauses at any time, either as a data
exporter or as a data importer, by completing
the Appendix and signing Annex LA.

(a) Subjekt, ktory nie je zmluvnou stranou
tychto doloziek, méze so suhlasom
zmluvnych stran kedykolvek pristipit k
tymto dolozkam, a to bud ako vyvozca

Udajov, alebo ako dovozca (dajov,
vyplnenim dodatku a podpisanim prilohy
LA,
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(b) Once it has completed the Appendix and signed
Annex |.A, the acceding entity shall become a
Party to these Clauses and have the rights and
obligations of a data exporter or data importer
in accordance with its designation in Annex [LA.

{b) Po vyplneni dodatku a podpisani prilohy |.A
sa pristupujici subjekt stane zmluvnou
stranou tychto doloziek a ma prava a
povinnosti vyvozcu Udajov alebo dovozcu
Udajov v sulade s jeho uréenim v prilohe |.A.

(c) The acceding entity shall have no rights or
obligations arising under these Clauses from
the period prior to becoming a Party.

(c) Pristupujuci subjekt nebude mat Zziadne
prava ani povinnosti vyplyvajuce z tychto
doloziek z obdobia pred tym, ako sa stal
zmluvnou stranou.

L. Section Il - Obligations of the Parties

Il. Cast Il - Povinnosti zmluvnych stran

Clause 8. Data protection safeguards

Dolozka 8. Zaruky ochrany udajov

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical and
organisational measures, to satisfy its obligations under
these Clauses.

Vyvozca Udajov zaru€uje, Ze vynalozil primerané
usilie na to, aby urcil, Ze dovozca udajov je schopny
spinit svoje povinnosti podlfa tychto doloziek
prostrednictvom implementacie vhodnych
technickych a organizacnych opatreni.

Module one: Transfer controller to controller

Modul jeden: Prenos kontrolér na kontroléra

8.1. Purpose limitation

8.1. Obmedzenie uéelu

The data importer shall process the personal data only
for the specific purpose(s) of the transfer, as set out in
Annex |. B. It may only process the personal data for
another purpose:

Dovozca Udajov spraclva osobné udaje iba na
konkrétny ucel (Gcely) prenosu, ako je uvedené v
prilohe |. B. Osobné udaje mdze spracuvat len na
iny ucel:

(i) where it has obtained the data
subject’s prior consent;

(i) ak ziskal predchadzajuci suhlas
dotknutej osoby;

(iiy where necessary for the
establishment, exercise or defense
of legal claims in the context of
specific administrative, regulatory or
judicial proceedings; or

(i) ak je to potrebné na stanovenie,
vykon alebo obhajobu pravnych
narokov v stvislosti S0
Specifickymi spravnymi,
regulatnymi  alebo  sudnymi
konaniami; alebo

(iii) where necessary in order to protect
the vital interests of the data subject
or of another natural person.

(iii) ak je to potrebneé na ochranu
Zivotne  délezitych  zaujmov
dotknutej osoby alebo ingj
fyzickej osoby.

8.2. Transparency

8.2. Transparentnost’

(a)In order to enable data subjects to effectively
exercise their rights pursuant to Clause 10, the
data importer shall inform them, either directly
or through the data exporter:

(a) S cielom umoznit dotknutym osobam
ucinne vykonavat svoje prava podla
dolozky 10 ich dovozca Udajov priamo
alebo prostrednictvom vyvozcu ldajov
informuje o:

(i) of its identity and contact details;

(i) jeho totoZnosti a kontakinych
Udajov;

(i) of the categories of personal data

(i) kategorii spracuvanych




processed;

osobnych udajov;

(iii) of the right to obtain a copy of these
Clauses;

(i) prave ziskat kopiu tychto
doloziek;

(iv) where it intends to onward transfer
the personal data to any third
partylies, of the recipient or
categories  of recipients (as
appropriate with a view to providing
meaningful information), the
purpose of such onward transfer and
the ground therefore pursuant to
Clause 8.7.

(iv) ak ma v umysle preniest osobné
Udaje dalej akejkolvek tretg
strane/stranam, prijemcovi alebo
kategériam  prijemcov  (podla
potreby s cielom poskytnut
zmysluplné informacie), ucel
takéhoto dalSieho prenosu a
dévod podla dolozky 8.7.

(b) Paragraph (a) shall not apply where the

data subject already has the information,
including when such information has
already been provided by the data exporter,
or providing the information proves
impossible or  would involve a
disproportionate effort for the data importer.
In the latter case, the data importer shall, to
the extent possible, make the information
publicly available.

(b) Odsek (a) sa neuplatiuje, ak dotknuta
osoba uz ma informacie, a to aj vtedy,
ked takéto informacie uZ poskytol
vyvozca Udajov, alebo ak sa poskytnutie
informacii ukaze ako nemozné alebo by
si pre dovozcu Udajov vyzadovalo
neprimerané Usilie. V druhom pripade
dovozca Udajov v ramci moznosti
spristupni informacie verejnosti.

On request, the Parties shall make a copy
of these Clauses, including the Appendix as
completed by them, available to the data
subject free of charge. To the extent
necessary to protect business secrets or
other confidential information, including
personal data, the Parties may redact part
of the text of the Appendix prior to sharing
a copy, but shall provide a meaningful
summary where the data subject would
otherwise not be able to understand its
content or exercise histher rights. On
request, the Parties shall provide the data
subject with the reasons for the redactions,
to the extent possible without revealing the
redacted information.

(c) Strany na poziadanie bezplatne
spristupnia dotknutej osobe képiu tychto
doloziek vratane dodatku, ktory vypinili.
V' rozsahu potrebnom na ochranu
obchodného tajomstva alebo inych
dévernych informacii vratane osobnych
Udajov mézu strany upravit' ¢ast textu
dodatku pred zdielanim kopie, ale
poskytnd zmysluplné zhrnutie, ak by
dotknuta  osoba inak nemohla
porozumiet jej obsahu alebo uplatnit
svoje prava. Na poziadanie zmluvné
strany poskytna dotknutej osobe dévody
Uprav v rozsahu, v akom je to mozne,
bez zverejnenia upravenych informacii.

Paragraphs (a) to (c) are without prejudice
to the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU)
2016/679.

(d) Odsekmi (a) az (c) nie su dotknuté
povinnosti  vyvozcu udajov  podla
glankov 13 a 14 Nariadenia (EU)
2016/679.
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8.3. Accuracy and data minimisation

8.3. Presnost’' a minimalizacia Gdajov

(a) Each Party shall ensure that the personal data
is accurate and, where necessary, kept up to
date. The data importer shall take every
reasonable step to ensure that personal data
that is inaccurate, having regard to the
purpose(s) of processing, is erased or rectified
without delay.

(a) Kazda zmluvna strana zabezpeci, aby
osobné U(daje holi presné a v pripade
potreby aktualizované. Dovozca udajov
podnikne vSetky primerané kroky, aby
zabezpedil, Ze osobné (daje, ktoré su
nepresne so zretefom na Ucel (Ucely)
spracovania, budu bezodkladne vymazané
alebo opravené.

(b) If one of the Parties becomes aware that the
personal data it has transferred or received is
inaccurate, or has become outdated, it shall
inform the other Party without undue delay.

(b) Ak jedna zo stran zisti, ze osobné Udaje,
ktoré preniesla alebo prijala, sU nepresné
alebo neaktualne, bez zbyto¢ného odkladu
o tom informuje druhu stranu.

(c) The data importer shall ensure that the personal
data is adequate, relevant and limited to what is
necessary in relation to the purpose(s) of
processing.

(c) Dovozca udajov zabezpeci, aby boli osobné
Gdaje primerané, relevantné a obmedzené
na to, ¢o je potrebné vo vztahu k uéelu
(G¢elom) spracovania.

8.4. Storage limitation

8.4. Obmedzenie ukladania

The data importer shall retain the personal data for no
longer than necessary for the purpose(s) for which it is
processed. It shall put in place appropriate technical or
organizational measures to ensure compliance with this
obligation, including erasure or anonymization of the
data and all back-ups at the end of the retention period.

Dovozca Udajov uchovava osobné udaje nie dlhsie,
ako je potrebné na Ucely, na ktoré sa spractvaju.
Zavedie vhodné technické alebo organizacne
opatrenia na =zabezpelenie dodrZiavania tejto
povinnosti vratane vymazania alebo anonymizacie
udajov a vSetkych zaloh na konci obdobia
uchovavania.

8.5. Security of processing

8.5. Bezpecénost' spracovania

(a) The data importer and, during transmission,
also the data exporter shall implement
appropriate  technical and organizational
measures to ensure the security of the personal
data, including protection against a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure or access (hereinafter 'personal data
breach’). In assessing the appropriate level of
security, they shall take due account of the state
of the art, the costs of implementation, the
nature, scope, context and purpose(s) of
processing and the risks involved in the
processing for the data subject. The Parties
shall in particular consider having recourse to
encryption or pseudonymization, including
during transmission, where the purpose of
processing can be fulfilled in that manner.

(a) Dovozca Uudajov, a pocas prenosu aj
vyvozca Udajov, zavedu vhodné technické a
organizatné opatrenia na  zaistenie
bezpe€nosti Udajov a ochranu pred
narusenim bezpecnosti, ktoré vedie k
nahodnému alebo nezakonnému zniceniu,
strate, zmene, neopravnenemu zveregjneniu
alebo pristupu (dalej len ,porusenie ochrany
osobnych  Gdajov’). Pri  posudzovani
primeranej Urovne bezpecnosti nalezite
zohladnia sucasny stav techniky, naklady na
implementaciu, povahu, rozsah, kontext a
ucel (ucely) spracuvania a rizika spojené so
spractvanim pre dotknutd osobu. Zmluvné
strany zvazia najm& pouZitie Sifrovania
alebo pseudonymizacie, a to aj pocas
prenosu, ak mozZno Ucel spracovania tymto
spdsobom splnit.

(b) The Parties have agreed on the technical and
organizational measures set out in Annex Il
The data importer shall carry cut regular checks
to ensure that these measures continue to

(b) Zmluvné strany sa dohodli na technickych a
organizacnych opatreniach uvedenych v
prilohe 1. Dovozca Udajov vykonava
pravidelné kontroly, aby zabezpecil, zZe tieto
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provide an appropriate level of security. opatrenia nadalej poskytuji primeranud
Uroven bezpecnosti.
(c) The data importer shall ensure that persons (c) Dovozca udajov zabezpeci, aby sa osoby

authorized to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

opravnené na spractvanie osobnych tdajov
zaviazali k miCanlivosti alebo maju
primeranu zakonnu povinnost mi¢anlivosti.

In the event of a personal data breach
concerning personal data processed by the
data importer under these Clauses, the data
importer shall take appropriate measures to
address the personal data breach, including
measures to mitigate its possible adverse
effects.

\V pripade porusenia ochrany osobnych
Udajov, ktoré sa tyka osobnych uadajov
spracuvanych dovozcom udajov podla
tychto doloziek, prijme dovozca udajov
primerané opatrenia na riesenie porusenia
ochrany osobnych (dajov vratane opatreni
na zmiernenie jeho moznych nepriaznivych
ucinkov.

In case of a personal data breach that is likely
to result in a risk to the rights and freedoms of
natural persons, the data importer shall without
undue delay notify both the data exporter and
the competent supervisory authority pursuant to
Clause 13. Such notification shall contain i) a
description of the nature of the breach
(including, where possible, categories and
approximate number of data subjects and
personal data records concerned), ii) its likely
consequences, iii) the measures taken or
proposed to address the breach, and iv) the
details of a contact point from whom more
information can be obtained. To the extent it is
not possible for the data importer to provide all
the information at the same time, it may do so
in phases without undue further delay.

V pripade porusenia ochrany osobnych
udajov, ktoré méze mat za nasledok
ohrozenie prav a slobéd fyzickych oséb, je
dovozca Udajov povinny bez zbyto¢ného
odkladu informovat tak vyvozcu udajov, ako
aj prislusny dozorny organ podla dolozky
13. Takéto oznamenie obsahuje i) opis
povahy porusenia (ak je to mozné vratane
kategorii a priblizného poctu dotknutych
0sbb a zaznamov osobnych Gdajov), ii) jeho
pravdepodobné dosledky, iii) prijaté alebo
navrhovane opatrenia na rieSenie porusenia
a iv) udaje o kontaktnom mieste, od ktorého
mozno ziskat viac informacii. V rozsahu, v
akom nie je mozné, aby dovozca Udajov
poskytol vSetky informacie sucasne, méze
tak urobit vo fazach bez zbytoéného
odkladu.

In case of a personal data breach that is likely
to result in a high risk to the rights and freedoms
of natural persons, the data importer shall also
notify without undue delay the data subjects
concerned of the personal data breach and its
nature, if necessary in cooperation with the data
exporter, together with the information referred
to in paragraph (e), points ii) to iv), unless the
data importer has implemented measures to
significantly reduce the risk to the rights or
freedoms of natural persons, or notification
would involve disproportionate efforts. In the
latter case, the data importer shall instead issue
a public communication or take a similar
measure to inform the public of the personal

Ak dojde k poruseniu ochrany osobnych
udajov, ktoré moéze mat za nasledok vysoké
riziko pre préava a slobody fyzickych osdb,
dovozca Udajov bez zbytotného odkladu
oznami porusenie ochrany osobnych Udajov
a jeho povahu aj dotknutym osobam, v
pripade potreby v spolupraci s vyvozcom
udajov spolu s informaciami podla odseku
(e) bodov ii) az iv), pokial dovozca udajov
nezaviedol opatrenia na vyrazné zniZenie
rizika pre prava alebo slobody fyzickych
osob, alebo oznamenie by vyZadovalo
neprimerané usilie. V druhom pripade
dovozca udajov namiesto toho vyda verejné
oznamenie alebo prijme podobné opatrenie
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data breach. na informovanie verejnosti o poruseni
ochrany osobnych Udajov.

(g) The data importer shall document all relevant (g) Dovozca udajov zdokumentuje véetky
facts relating to the personal data breach, relevantné  skutoCnosti  tykajuce  sa
including its effects and any remedial action porusenia ochrany osobnych tdajov vratane
taken, and keep a record thereof. jeho uginkov a vSetkych  prijatych

napravnych opatreni a vedie o tom
zaznamy.

8.6. Sensitive data

8.6. Citlivé udaje

Where the transfer involves personal data revealing
racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership,
genetic data, or biometric data for the purpose of
uniquely identifying a natural person, data concerning
health or a person’s sex life or sexual orientation, or data
relating to criminal convictions or offences (hereinafter
‘sensitive data’), the data importer shall apply specific
restrictions and/or additional safeguards adapted to the
specific nature of the data and the risks involved. This
may include restricting the personnel permitted to
access the personal data, additional security measures
(such as pseudonymization) and/or additional
restrictions with respect to further disclosure.

AK prenos zahfria osobné udaje odhalujuce rasovy
alebo etnicky pévod, politické nazory, naboZenskeé
alebo filozofické presvedcCenie alebo Clenstvo v
odboroch, genetické (daje alebo biometrické Gdaje
na Ucely jednoznacnej identifikacie fyzickej osoby,
Udaje tykajuce sa zdravia alebo sexualneho Zivota
osoby alebo sexualna orientacia alebo (daje
tykajluce sa odstdeni za trestné &iny alebo trestnych
¢inov (dalej len citlivé udaje"), dovozca udajov
uplatni osobitné obmedzenia a/alebo dodatocné
zaruky prispbdsobené osobitnej povahe Udajov a
sUvisiacim rizikam. To mdze zahfhat obmedzenie
personalu, ktory ma povoleny pristup k oscbnym
udajom, dodatoéné bezpecénostné opatrenia (ako je
pseudonymizacia) alalebo dalSie obmedzenia s
ohladom na dalSie zverejnenie.

8.7. Onward transfers

8.7. DalsSie prenosy

The data importer shall not disclose the personal data
to a third party located outside the European Union (in
the same country as the data importer or in another third
country, hereinafter ‘onward transfer’) unless the third
party is or agrees to be bound by these Clauses, under
the appropriate Module. Otherwise, an onward transfer
by the data importer may only take place if:

Dovozca udajov nespristupni osobné udaje tretej
strane so sidlom mimo Eurdpskej Unie (v rovnakej
krajine ako dovozca udajov alebo v ingj tretej krajine,
dalej len ,dalsi prenos"), pokial tretia strana nie je
alebo nesuhlasi s tym, Ze bude viazana tymito
¢lankami v ramci prislusného modulu. V opacnom
pripade mbéze dovozca Udajov uskutodnit dalsi
prenos iba vtedy, ak:

(i) itis to a country benefitting from an adequacy
decision pursuant to Article 45 of Regulation

(i) ide o krajinu, na ktord sa vztahuje
rozhodnutie o primeranosti podla clanku 45

(EU) 2016/679 that covers the onward transfer; Nariadenia (EU) 2016/679, ktoré sa
vztahuje na dal$i prenos;

(ii) the third party otherwise ensures appropriate (ii) tretia strana inak zabezpe&i primerané

safeguards pursuant to Articles 46 or 47 of zaruky podla ¢lankov 46 alebo 47

Regulation (EU) 2016/679 with respect to the
processing in question;

Nariadenia (EU) 2016/679 v suvislosti s
prislusnym spracovanim;

(iii) the third party enters into a binding instrument
with the data importer ensuring the same level
of data protection as under these Clauses, and
the data importer provides a copy of these

tretia strana uzavrie s dovozcom Udajov
zavazny nastroj, ktory zabezpedi rovnaku
uroven ochrany udajov ako podla tychto
doloziek, a dovozca udajov poskytne kdpiu

(ii

=
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safeguards to the data exporter;

tychto zaruk vyvozcovi Gdajov;

(iv) it is necessary for the establishment, exercise
or defense of legal claims in the context of
specific administrative, regulatory or judicial
proceedings;

(iv) ak je to potrebné na stanovenie, vykon
alebo obhajobu pravnych néarokov v
suvislosti  so  $pecifickymi  spravnymi,
regulaénymi alebo stdnymi konaniami;

(v) it is necessary in order to protect the vital
interests of the data subject or of another
natural person; or

(v) ak je to potrebné na ochranu Zivotne
doélezitych zaujmov dotknutej osoby alebo
inej fyzickej osoby; alebo

(vi) where none of the other conditions apply, the
data importer has obtained the explicit consent
of the data subject for an onward transfer in a
specific situation, after having informed him/her
of its purpose(s), the identity of the recipient and
the possible risks of such transfer to him/her
due to the lack of appropriate data protection
safeguards. In this case, the data importer shall
inform the data exporter and, at the request of
the latter, shall transmit to it a copy of the
information provided to the data subject.

(vi) ak sa neuplatiuje Ziadna z inych
podmienok, dovozca Udajov ziskal vyslovny
suhlas dotknutej osoby na dalsi prenos v
konkrétnej situacii po tom, ¢o ju informoval o
ucele (uceloch) a totoznosti prijemcu; a
mozné rizika takehoto prenosu na neho/fu z
dovodu nedostatku vhodnych zaruk ochrany
Udajov. V tomto pripade dovozca udajov
informuje vyvozcu Udajov a na jeho ziadost
mu zasle kopiu informacii poskytnutych
dotknutej osobe.

Any onward transfer is subject to compliance by the data
importer with all the other safeguards under these
Clauses, in particular purpose limitation.

Akykolvek dal§i prenos je podmieneny tym, Ze
dovozea Udajov dodrzi vSetky ostatné zaruky podla
tychto doloZiek, najma obmedzenie Gcelu.

8.8. Processing under the authority of the data
importer

8.8. Spracovanie pod dohl'adom dovozcu tdajov

The data importer shall ensure that any person acting
under its authority, including a processor, processes the
data only on its instructions.

Dovozca udajov zabezpeci, aby kazda osoba, ktora
kona na zaklade jeho poverenia, vratane
spracovatela, spractvala udaje iba na zaklade jeho
pokynov.

8.9. Documentation and compliance

8.9. Dokumentacia a sulad

(a) Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer shall
keep appropriate documentation of the
processing activities carried out under its
responsibility.

(a) Kazda zmluvna strana musi byt schopna
preukazat sulad s tymito dolozkami.
Dovozca udajov vedie najma nalezitu

dokumentaciu o} spracovatelskych
¢innostiach vykonavanych v ramci jeho
zodpovednosti.

(b) The data importer shall make such
documentation available to the competent
supervisory authority on request.

(b) Dovozca udajov na poziadanie spristupni
takuto dokumentaciu prislusnému
dozornému organu.

Clause 9 Use of sub-processors - NON
APPLICABLE

Dolozka 9 Pouzitie subspracovatelov —- NEDA SA
POUZIT

Clause 10 Data Subject rights

DoloZzka 10 Prava subjektu na tudaje

MODULE ONE: Transfer controller to controller

MODUL JEDEN: Prenos kontrolér na kontrolora

(a) The data importer, where relevant with the
assistance of the data exporter, shall deal with

(a) Dovozca Uudajov, v pripade potreby s
pomocou vyvozcu Udajov, bez zbytocéného




any enquiries and requests it receives from a
data subject relating to the processing of his/her
personal data and the exercise of his/her rights
under these Clauses without undue delay and
at the latest within one month of the receipt of
the enquiry or request. The data importer shall
take appropriate measures to facilitate such
enquiries, requests and the exercise of data
subject rights. Any information provided to the
data subject shall be in an intelligible and easily
accessible form, wusing clear and plain
language.

odkladu vybavi akékolvek otazky a Ziadosti,
ktoré dostane od dotknutej osoby v
suvislosti so spracovanim jej osobnych
Udajov a uplathovanim jej prav podla tychto
doloziek, bez =zbytoéného odkladu a
najneskdr do jedného mesiaca od prijatia
otazky alebo Ziadosti Dovozca U(dajov
prijme vhodné opatrenia na ulahéenie
takychto otazok, Zziadosti a vykonu prav
dotknutej osoby.  VSetky  informacie
poskytnuté dotknutej osobe musia byt v
zrozumitelne] a lahko dostupnej forme s
pouzitim jasneho a jednoduchého jazyka.

In particular, upon request by the data subject
the data importer shall, free of charge:

(b) Najma na ziadost dotknutej osoby, dovozca
(dajov bezplatne:

(i) provide confirmation to the data subject
as to whether personal data concerning
him/her is being processed and, where
this is the case, a copy of the data relating
to him/her and the information in Annex I;
if personal data has been or will be
onward transferred, provide information
on recipients or categories of recipients
(as appropriate with a view to providing
meaningful information) to which the
personal data has been or will be onward
transferred, the purpose of such onward
transfers and their ground pursuant to
Clause 8.7; and provide information on
the right to lodge a complaint with a
supervisory authority in accordance with
Clause 12(c)(i);

(iy poskytne dotknutej osobe potvrdenie o tom,
¢i sa spraclivaju osobné Udaje, ktoré sa jgj
tykaju, a ak je to tak, kdpiu Udajov, ktoré sa
jej tykaju, a informacie v prilohe I; ak osobné
Gdaje boli alebo budu dalej prenesené,
poskytne informacie o prijemcoch alebo
kategoriach prijemcov (podla potreby s
ciefom poskytnut zmysluplné informacie),
ktorym boli alebo budi dalej prenesené
osobné udaje, uCel takéhoto dalSieho
prenosu a ich dévod podla dolozky 8.7; a
poskytne informacie o prave podat’ staznost
dozornému organu v sulade s dolozkou 12

(e)();

(i) rectify inaccurate or incomplete data
concerning the data subject;

(i) opravi nepresné alebo nelplné Udaje
tykajuce sa dotknutej osoby;

(iiiy erase personal data concerning the data
subject if such data is being or has been
processed in violation of any of these
Clauses ensuring third-party beneficiary
rights, or if the data subject withdraws the
consent on which the processing is
based.

(i) vymaze osobnée Udaje tykajuce sa dotknutej
osoby, ak sa tieto Udaje spracuvaju alebo
spracuvali v rozpore s ktoroukolvek z tychto
doloziek zabezpecujucich prava tretej
strany, alebo ak dotknuta oscba odvola
sthlas, na ktorom je spracuvanie zalozené.

(c)

Where the data importer processes the
personal data for direct marketing purposes, it
shall cease processing for such purposes if the
data subject objects to it.

(c) Ak dovozca Udajov spracuva osobné Udaje
na Ucely priameho marketingu, prestane ich
spractivat na tieto ucely, ak proti tomu
dotknuta osoba namieta.

(d)

The data importer shall not make a decision

(d) Dovozca Udajov sa nesmie

rozhodovat

Ay
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based solely on the automated processing of
the personal data transferred (hereinafter
‘automated decision’), which would produce
legal effects concerning the data subject or
similarly significantly affect him/her, unless with
the explicit consent of the data subject or if
authorised to do so under the laws of the
country of destination, provided that such laws
lays down suitable measures to safeguard the
data subject's rights and legitimate interests. In

vyluéne na zaklade automatizovaného
spracuvania prenasanych osobnych Udajov
(dalej len ,automatizované rozhodovanie"),
ktoré by malo pre dotknutd osobu pravne
uCinky alebo ju obdobne vyznamne
ovplyvnilo, ibaze by mal vyslovny suhlas
dotknutej osoby alebo ak je to opravnené
podla zakonov krajiny uréenia, za
predpokladu, Ze tieto zakony stanovuju
vhodné opatrenia na ochranu prav a

this case, the data importer shall, where opravnenych zaujmov dotknutej osoby. V

necessary in cooperation with the data tomto pripade musi dovozca Udajov v

exporter: pripade potreby v spolupréci s vyvozcom
Udajov:

(i) inform the data subject about the (i) informovat dotknutu osobu 0

envisaged automated decision, the predpokladanom automatizovanom

envisaged consequences and the logic
involved; and

rozhodnuti, predpokladanych désledkoch a
logike, ktora je s tym spojena; a

(i) implement suitable safeguards, at least by
enabling the data subject to contest the
decision, express his/her point of view and
obtain review by a human being.

zaviest vhodné zaruky aspofl tym, ze
dotknutej  osobe  umozni  napadnut
rozhodnutie, vyjadrit svoj nazor a ziskat
preskumanie ludskou bytostou.

Where requests from a data subject are
excessive, in particular because of their
repetitive character, the data importer may
either charge a reasonable fee taking into
account the administrative costs of granting the
request or refuse to act on the request.

Ak sU ziadosti dotknutej osoby neprimeranég,
najmd z dévodu ich opakujuceho sa
charakteru, dovozca Udajov moze bud
Uctovat primerany poplatok zohladriujlci
administrativne naklady na vyhovenie
Ziadosti, alebo odmietnut’ konat na zaklade
Ziadosti.

The data importer may refuse a data subject’s
request if such refusal is allowed under the laws
of the country of destination and is necessary
and proportionate in a democratic society to
protect one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679.

Dovozca Udajov méze odmietnut Ziadost
dotknutej osoby, ak takéto odmietnutie
umozZfiujd zakony krajiny uréenia a je
nevyhnutné a primerané v demokraticke;
spolo¢nosti na ochranu jedného z cielov
uvedenych v ¢lanku 23(1) Nariadenia (EU)
2016/679.

If the data importer intends to refuse a data
subject’s request, it shall inform the data subject
of the reasons for the refusal and the possibility
of lodging a complaint with the competent
supervisory authority and/or seeking judicial
redress.

(9) Ak ma dovozca udajov v Umysle
odmietnut  Ziadost  dotknutej  osoby,
informuje dotknuti osobu o dévodoch
odmietnutia a o moznosti podat staZnost
prislusnemu dozornému organu al/alebo
poziadat o sudnu napravu.

Clause 11 Redress

Dolozka 11 Naprava




The data importer shall inform data subjects in a
transparent and easily accessible format, through
individual notice or on its website, of a contact point
authorized to handle complaints. It shall deal promptly
with any complaints it receives from a data subject.

Dovozca udajov informuje dotknuté osoby v
transparentnom a [lahko dostupnom formate
prostrednictvom individualneho oznamenia alebo na
svojej webovej stranke o kontaktnom mieste, ktoré
je opravnené vybavovat staznosti. Bezodkladne sa
bude zacberat' vSetkymi staznost'ami, ktoré dostane
od dotknutej osaoby.

MODULE ONE: Transfer controller to controller

MODUL JEDEN: Prenos kontrolér na kontroléra

(a) In case of a dispute between a data subject and
one of the Parties as regards compliance with
these Clauses, that Party shall use its best
efforts to resolve the issue amicably in a timely
fashion. The Parties shall keep each other
informed about such disputes and, where
appropriate, cooperate in resolving them.

(a) V pripade sporu medzi dotknutou osobou a
jednou zo zmluvnych stran, pokial ide o
dodrzZiavanie tychto doloziek, tato zmluvna
strana vynalozi maximalne Usilie na
vyrie$enie problému priatelsky a vcas.
Strany sa o takychto sporoch navzajom
informuju a pripadne spolupracuju pri ich
rieSeni,

(b) Where the data subject invokes a third-party
beneficiary right pursuant to Clause 3, the data
importer shall accept the decision of the data
subject to:

(b) Ak sa dotknutd osoba dovolava prava
opravneného tretej strany podla dolozky 3,
dovozca  Udajov  prijme  rozhodnutie
dotknutej osoby:

(i) lodge a complaint with the supervisory authority
in the Member State of his/her habitual
residence or place of work, or the competent
supervisory authority pursuant to Clause 13;

(i) podat staznost dozornému organu v
Elenskom state jeho obvyklého pobytu alebo
miesta vykonu prace alebo prislusnému
dozornému organu podla dolozky 13;

(ii) refer the dispute to the competent courts within
the meaning of Clause 18.

(i) postupit spor prislusnym sudom v zmysle
dolozky 18.

(c) The Parties accept that the data subject may be
represented by a not-for-profit  body,
organization or association under the conditions
set out in Article 80(1) of Regulation (EU)
2016/679.

(c) Strany akceptuji, Zze dotknutu osobu méze
zastupovat' neziskovy organ, organizacia
alebo zdruZenie za podmienck stanovenych
v &lanku 80(1) Nariadenia (EU) 2016/679.

(d) The data importer shall abide by a decision that
is binding under the applicable EU or Member
State law.

(d) Dovozca Udajov sa riadi rozhodnutim, ktoré
je zavazné podia platného prava EU alebo
¢lenskeého Statu.

(e) The data importer agrees that the choice made
by the data subject will not prejudice his/her
substantive and procedural rights to seek
remedies in accordance with applicable laws.

(e) Dovozca udajov suhlasi s tym, ze vyber
uskuto&neny dotknutou osobou neovplyvni
jej hmotné a procesné prava domahat sa
napravy v sulade s platnymi pravnymi
predpismi.

Clause 12 Liability

Dolozka 12 Zodpovednost’

MODULE ONE: Transfer controller to controller

MODUL JEDEN: Prenos kontrolér na kontroléra

(a) Each Party shall be liable to the other Party/ies
for any damages it causes the other Party/ies

(a) Kazda zmluvna strana zodpoveda druhej
zmluvnej strane/stranam za akekolvek




by any breach of these Clauses.

Skody, ktore spdsobi druhej zmluvnej
strane/stranam porusenim tychto doloziek.

Each Party shall be liable to the data subject,
and the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data
subject by breaching the third-party beneficiary
rights under these Clauses. This is without
prejudice to the liability of the data exporter
under Regulation (EU) 2016/679.

Kazda zmluvna strana je zodpovedna vodi
dotknutej osobe a dotknuta osoba ma narok
na kompenzaciu za akékolvek materialne
alebo nematerialne $kody, ktoré zmluvna
strana spdsobi dotknutej osobe porusenim
prav ftretej strany, ktora je opravnenou
osobou podla tychto doloziek. Tym nie je
dotknuta zodpovednost vyvozcu Udajov
podla Nariadenia (EU) 2016/679.

(c)

Where more than one Party is responsible for
any damage caused to the data subject as a
result of a breach of these Clauses, all
responsible Parties shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these
Parties.

(c)

Ak je za akukolvek $kodu spdsobent
dotknutej osobe v dosledku porusenia
tychto dolozZiek zodpovednych viacero
zmluvnych stran, vsetky zodpovedné
zmluvné strany budl spoloéne a
nerozdielne zodpovedné a dotknutd osoba
ma pravo podat Zalobu na sud proti
ktorejkolvek z tychto zmluvnych stran.

The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation corresponding to its/their
responsibility for the damage.

Zmluvne strany sa dohodli, Ze ak je jedna
zmluvna strana brana na zodpovednost
podla odseku (c), je opravnena pozadovat
od druhej zmluvnej strany/zmluvnych stran
spat’ tu cast nahrady, ktord zodpoveda
jejlich zodpovednosti za §kodu.

The data importer may not invoke the conduct
of a processor or sub-processor to avoid its
own liability.

(e)

Dovozca Udajov sa nemdzZe dovolavat
spravania spracovatela alebo
subdodavatela, aby sa vyhol svojej vlastnej
zodpovednosti.

Clause

13 Supervision

Dolozka 13 Dozor

MODULE ONE: Transfer controller to controller

MODUL JEDEN: Prenos kontrolér na kontroléra

(@)

Where the data exporter is established in an EU
Member State: The supervisory authority with
responsibility for ensuring compliance by the
data exporter with Regulation (EU) 2016/679 as
regards the data transfer, as indicated in Annex
I.C, shall act as competent supervisory
authority.

(a)

Kde je wvyvozca Udajov stanoveny v
Clenskom §tate EU: Dozorny organ
zodpovedny za zabezpeenie suladu
vyvozcu Udajov s Nariadenim (EU)

2016/679, pokial ide o prenos udajov, ako je
uvedené v prilohe I.C, kona ako prislugny
dozorny organ.

Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU)
2016/679 in accordance with its Article 3(2) and
has appointed a representative pursuant to
Article 27(1) of Regulation (EU) 2016/679:] The
supervisory authority of the Member State in
which the representative within the meaning of

Ak vyvozca Gdajov nema sidlo v ¢lenskom
$tate EU, ale spada do Gzemného rozsahu
poésobnosti  Nariadenia (EU) 2016/679 v
sulade s jeho ¢lankom 3 ods. 2 a vymenoval
zastupcu podla ¢lanku 27 ods. 1 Nariadenia
(EU) 2016/679:] Dozorny organ é&lenského
Statu, v ktorom je usadeny zastupca v
zmysle &lanku 27 ods. 1 Nariadenia (EU)




Article 27(1) of Regulation (EU) 2016/679 is
established, as indicated in Annex |.C, shall act
as competent supervisory authority.

a. [Where the data exporter is not
established in an EU Member State, but
falls within the territorial scope of
application of  Regulation (EU)

2016/679 in accordance with its Article
3(2) without however having to appoint
a representative pursuant to Article
27(2) of Regulation (EU) 2016/679:]
The supervisory authority of one of the
Member States in which the data
subjects whose personal data is
transferred under these Clauses in
relation to the offering of goods or
services to them, or whose behavior is
monitored, are located, as indicated in
Annex |.C, shall act as competent
supervisory authority.

2016/679, ako je uvedené v prilohe I.C, kona
ako prislusny dozorny organ.

a. [Ak vyvozca Udajov nema sidlo v
tlenskom &tate EU, ale spada do
uzemného rozsahu pdsobnosti
Nariadenia (EU) 2016/679 v sulade
s jeho ¢lankom 3 ods. 2 a
vymenoval zastupcu podla clanku
27 ods. 2 Nariadenia (EU)
2016/679:] Dozorny organ jedného
z Clenskych statov, v ktorom sa
nachadzaju dotknuté osoby, ktorych
osobné Udaje sa prenasaju podla
tychto doloZziek v sdOvislosti s
pontkanim tovaru alebo sluzieb,
alebo  ktorych  spravanie sa
monitoruje, ako je uvedené v prilohe
I.C., kona ako prisluény dozorny
organ.

b. The data importer agrees to submit
itself to the jurisdiction of and cooperate

with the competent supervisory
authority in any procedures aimed at
ensuring compliance with these

Clauses. In particular, the data importer
agrees to respond to enquiries, submit
to audits and comply with the measures
adopted by the supervisory authority,
including remedial and compensatory
measures. It shall provide the
supervisory authority with  written
confirmation that the necessary actions
have been taken.

b. Dovozca udajov sthlasi s tym, Ze sa
podriadi  jurisdikcii  prislu§ného
dozorného organu a bude s nim
spolupracovat pri  akychkolvek
postupoch zameranych na
zabezpedenie suladu s tymito
dolozkami. Dovozca udajov sa
predovéetkym zavazuje odpovedat
na otazky, podrobit sa auditom a

dodrziavat opatrenia prijate
dozornym organom vratane
napravnych a kompenzacénych
opatreni. Dozornému organu

poskytne pisomné potvrdenie, Ze
boli prijaté potrebné opatrenia.

CAST Il - MIESTNE ZAKONY A POVINNOSTI V

SECTION IIl - LOCAL LAWS AND OBLIGATIONS IN

CASE OF ACCESS BY PUBLIC AUTHORITIES | PRIPADE PRISTUPU VEREJNYCH ORGANOV

Dolozka 14 Miestne zakony a postupy

ovplyviujuce sulad s dolozkami

Clause 14 Local Laws and practices affecting
compliance with the Clauses

MODULE ONE: Transfer controller to controller MODUL JEDEN: Prenos kontrolér na kontroléra

(a) Strany zaruCuju, Ze nemaju dbévod
domnievat sa, Ze zakony a prax v tretej
krajine uréenia, ktoré sa vztahujd na
spraclvanie osobnych udajov dovozcom
Udajov, vratane akychkolvek poziadaviek na
zverejnenie osobnych udajov alebo opatreni
opraviujucich pristup organov verejnej
moci, brania dovozcu Udajov z plnenia jeho
povinnosti podla tychto doloZiek. Vychadza

(a) The Parties warrant that they have no reason to
believe that the laws and practices in the third
country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorizing access
by public authorities, prevent the data importer
from fulfilling its obligations under these
Clauses. This is based on the understanding
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that laws and practices that respect the essence
of the fundamental rights and freedoms and do
not exceed what is necessary and proportionate
in a democratic society to safeguard one of the
objectives listed in Article 23(1) of Regulation
(EU) 2016/679, are not in contradiction with
these Clauses.

to z toho, Ze zakony a postupy, ktoré
reSpektuju podstatu zakladnych prav a
slobdd a neprekracuju ramec toho, ¢o je v
demokratickej spoloc¢nosti nevyhnutné a
primerané na zabezpecenie jedného =z
cielov uvedenych v &lanku 23(1) Nariadenia
(EU) 2016/679, nie su v rozpore s tymito

doloZkami.
(b) The Parties declare that in providing the (b) Zmluvné  strany  vyhlasuju, ze pri
warranty in paragraph (a), they have taken due poskytovani zaruky podla odseku (a)

account in particular of the following elements:

nalezite zohladnili najma tieto prvky:

(i) the specific circumstances of the transfer,

including the length of the processing
chain, the number of actors involved, and
the transmission channels used; intended
onward transfers; the type of recipient; the
purpose of processing; the categories and
format of the transferred personal data;
the economic sector in which the transfer
occurs; the storage location of the data
transferred;

(i) Specifické okolnosti prenosu vratane dizky
refazca spracovania, poétu zuc¢astnenych
aktérov a pouzitych prenosovych kanalov;
zamyslané dalsie prevody; typ prijemcu;
Ucel spracovania; kategorie a format
prenasanych osobnych udajov;
hospodarsky sektor, v ktorom dochadza k
prevodu; miesto uloZenia prenasanych
udajov;

(i) the laws and practices of the third country

of destination— including those requiring
the disclosure of data to public authorities
or authorizing access by such authorities
- relevant in light of the specific
circumstances of the transfer, and the
applicable limitations and safeguards;

(i) zakony a prax tretej krajiny uréenia — vratane
tych, ktoré vyzaduju spristupnenie Gdajov
organom verejnej moci alebo povolovanie
pristupu takychto organov - relevantné
vzhladom na konkrétne okolnosti prenosu a
prislusne obmedzenia a zaruky;

(i) any relevant contractual, technical or

organizational safeguards put in place to
supplement the safeguards under these
Clauses, including measures applied
during transmission and to the processing
of the personal data in the country of
destination.

(i) akeékolvek prislugné zmluvné, technické
alebo organiza¢né zaruky zavedené na
doplnenie zaruk podla tychto doloZiek
vratane opatreni uplatiiovanych poéas
prenosu a spracovania osobnych Udajov v
krajine urcenia.

(c)

The data importer warrants that, in carrying out
the assessment under paragraph (b), it has
made its best efforts to provide the data
exporter with relevant information and agrees
that it will continue to cooperate with the data
exporter in ensuring compliance with these
Clauses.

(c) Dovozca Udajov zarucuje, Ze pri vykonavani
hodnotenia podlfa pismena (b) vynalozil
maximalne Usilie na to, aby poskytol
vyvozcovi Udajov prislusné informacie, a
sthlasi s tym, Ze bude nadalej
spolupracovat s vyvozcom Udajov pri
zabezpe€ovani suladu s tymito dolozkami.

The Parties agree to document the assessment
under paragraph (b) and make it available to the
competent supervisory authority on request.

(d) Strany  suhlasia, Ze  zdokumentuju
postdenie podla odseku (b) a na poziadanie
ho spristupnia prislusnému dozornému
organu.




(e) The data importer agrees to notify the data

exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or has
become subject to laws or practices not in line
with the requirements under paragraph (a),
including following a change in the laws of the
third country or a measure (such as a disclosure
request) indicating an application of such laws
in practice that is not in line with the
requirements in paragraph (a).

(e) Dovozca udajov sa zavazuje bezodkladne
informovat  vyvozcu udajov, ak po
odsuhlaseni tychto doloziek a pocas trvania
dohody ma dbévod domnievat sa, ze
podlieha alebo sa stal predmetom zakonov
alebo postupov, ktoré nie su v sulade s
poziadavkami podla ods. (a), a to aj v
nadvaznosti na zmenu zakonov tretej krajiny
alebo opatrenie (napriklad Ziadost o
spristupnenie), ktoré naznacuje
uplatfiovanie takychto zakonov v praxi, ktore
nie je v stlade s poziadavkami v odseku (a).

(f)

Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has reason
to believe that the data importer can no longer
fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate
measures (e.g. technical or organizational
measures to ensure security and confidentiality)
to be adopted by the data exporter and/or data
importer to address the situation. The data
exporter shall suspend the data transfer if it
considers that no appropriate safeguards for
such transfer can be ensured, or if instructed by
the competent supervisory authority to do so. In
this case, the data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these
Clauses. If the contract involves more than two
Parties, the data exporter may exercise this
right to termination only with respect to the
relevant Party, unless the Parties have agreed
otherwise. Where the contract is terminated
pursuant to this Clause, Clause 16(d) and (e)
shall apply.

(f) Po oznameni podla pismena (e) alebo ak
ma vyvozca Udajov z iného dbvodu dévod
domnievat sa, Ze dovozca Udajov uZ
neméze plnit svoje povinnosti podla tychto
doloziek, vyvozca udajov bezodkladne urci
vhodné opatrenia (napr. technické alebo
organizatné opatrenia na zabezpecenie
bezpetnosti a ddvernosti), ktoré ma prijat
vyvozca a/alebo dovozca Udajov na rieSenie
situacie. VVyvozca udajov pozastavi prenos
udajov, ak sa domnieva, Ze nie je mozné
zabezpecit' Ziadne primerané zaruky pre
takyto prenos, alebo ak ho na to nariadi
prislugny dozorny organ. V tomto pripade je
vyvozca Udajov opravneny ukoncit dohodu,
pokial ide o spracuvanie osobnych (dajov
podfla tychto doloZiek. Ak dohoda zahiia
viac ako dve zmluvne strany, vyvozca
udajov mbze uplatnit toto pravo na
vypovedanie len vo vztahu k prislusnej
zmluvnej strane, pokial sa zmluvné strany
nedohodli inak. Ak je dohoda ukonena
podla tejto dolozky, pouzije sa Clanok 16
pism. (d) a (e).

Dolozka 15 Povinnosti dovozcu Gidajov v pripade
pristupu organov verejnej moci

Clause 15 Obligations of the data importer in case
of access by public authorities

MODULE ONE: Transfer controller to controller MODUL JEDEN: Prenos kontroldr na kontroléra

15.1. Notification 15.1. Upozornenia

(a) The data importer agrees to notify the data (a) Dovozca Udajov sa zavazuje bezodkladne

exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

informovat vyvozcu Udajov a, ak je to
mozné, dotknutl osohu (v pripade potreby s
pomocou vyvozcu Udajov), ak:

(i) receives a legally binding request from a public

authority, including judicial authorities, under
the laws of the country of destination for the

(i) dostane pravne zavaznu ziadost od
verejného organu vratane sudnych organov
podla zékonov  krajiny urenia o

)
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disclosure of personal data transferred pursuant
to these Clauses; such notification shall include
information about the personal data requested,
the requesting authority, the legal basis for the
request and the response provided; or

spristupnenie osobnych Udajov
prenasanych podla tychto doloziek; takéto

oznamenie  obsahuje  informacie o
pozadovanych osobnych Udajoch,
Ziadajucom organe, pravnom zaklade

Ziadosti a poskytnutej odpovedi: alebo

(ii) becomes aware of any direct access by public

authorities to personal data transferred
pursuant to these Clauses in accordance with
the laws of the country of destination; such
notification shall include all information
available to the importer.,

(i) sa dozvie o akomkolvek priamom pristupe
verejnych organov k osobnym udajom
prenasanym podla tychto doloziek v sulade
so zakonmi krajiny urcenia; takéto
oznamenie obsahuje vsetky informacie,
ktoré ma dovozca k dispozicii.

(b) If the data importer is prohibited from notifying
the data exporter and/or the data subject under the
laws of the country of destination, the data importer
agrees to use its best efforts to obtain a waiver of
the prohibition, with a view to communicating as
much information as possible, as soon as possible.
The data importer agrees to document its best
efforts in order to be able to demonstrate them on
request of the data exporter.

{b) Ak ma dovozca udajov podla zakonov krajiny
urenia zakazane upovedomit vyvozcu Udajov
a/alebo dotknutl osobu, dovozca Gdajov sthlasi
s tym, Ze vynalozi maximalne Usilie na to, aby
ziskal vynimku zo zékazu, s cielom oznamit mu
¢o najviac informécii €o najskér. Dovozca Uidajov
sthlasi s tym, Ze =zdokumentuje svoje
maximalne Usilie, aby ho mohol na Ziadost
vyvozcu Udajov preukazat,

(c)

Where permissible under the laws of the
country of destination, the data importer agrees
to provide the data exporter, at regular intervals
for the duration of the contract, with as much
relevant information as possible on the requests
received (in particular, number of requests, type
of data requested, requesting authority/ies,
whether requests have been challenged and
the outcome of such challenges, etc.).

(c) Ak to zakony krajiny uréenia umoznuju,
dovozca Udajov sa zavdzuje poskytovat
vyvozcovi Udajov v pravidelnych intervaloch
potas trvania dohody ¢o  najviac
relevantnych  informécii o  prijatych
Ziadostiach (najma o podéte Ziadosti, typ
pozadovanych Udajov, Ziadajlci organly, &i
boli Ziadosti napadnuté a vysledok takychto
namietok atd').

The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for
the duration of the contract and make it
available to the competent supervisory authority
on request.

(d) Dovozca Gdajov suhlasi s tym, Ze bude
uchovavat informacie podla odsekov (a) az
(c) pocas trvania dohody a na poziadanie ich
spristupni prislusnému dozornému organu.

Paragraphs (a) to (c) are without prejudice to
the obligation of the data importer pursuant to
Clause 14 (e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

(e) Odsekmi (a) azZ (c) nie je dotknuta pavinnost
dovozcu udajov podla dolozky 14 pism. (e)
a dolozky 16 bezodkladne informovat
vyvozcu Udajov, ak nie je schopny dodrzat
tieto dolozky.

15.2. Review of legality and data minimization

15.2. Preskiimanie zakonnosti a minimalizacia
udajov

(a)

The data importer agrees to review the legality
of the request for disclosure, in particular
whether it remains within the powers granted to

(a) Dovozca udajov suhlasi s tym, ze preveri
zakonnost Ziadosti o spristupnenie, najma ¢i
to zostava v ramci pravomoci udelenych




the requesting public authority, and to challenge
the request if, after careful assessment, it
concludes that there are reasonable grounds to
consider that the request is unlawful under the
laws of the country of destination, applicable
obligations under international law and
principles of international comity. The data
importer shall, under the same conditions,
pursue possibilties of appeal. When
challenging a request, the data importer shall
seek interim measures with a view to
suspending the effects of the request until the
competent judicial authority has decided on its
merits. It shall not disclose the personal data
requested until required to do so under the
applicable procedural rules. These
requirements are without prejudice to the
obligations of the data importer under Clause
14 (e).

Ziadajucemu organu verejne] moci, a
spochybni Ziadost, ak po dokladnom
posudeni dospeje k zaveru, Ze existuju
primerané dévody domnievat sa, ze Ziadost
je nezakonna podla zakonov krajiny uréenia,
platnych zavazkov podla medzinarodneho
prava a zasad medzinarodnej zdvorilosti.
Dovozeca udajov za rovnakych podmienok
vyuZije moznosti odvolania. Pri napadnuti
Ziadosti sa dovozca Udajov snazi o doCasné
opatrenia s cielom pozastavit Ucinky
Ziadosti, kym prislusny sudny organ
nerozhodne o jej dévodnosti. PoZadované
osobné Udaje nezverejni, kym to nebude
vyzadovat podla platnych procesnych
pravidiel. Tymito poZiadavkami nie su
dotknuté povinnosti dovozcu udajov podla
dolozky 14 (e).

(b)

The data importer agrees to document its legal
assessment and any challenge to the request
for disclosure and, to the extent permissible
under the laws of the country of destination,
make the documentation available to the data
exporter. It shall also make it available to the
competent supervisory authority on request.

Dovozca udajov sa zavazuje
zdokumentovat svoje pravne posudenie a
akékolvek  spochybnenie  Ziadosti o
spristupnenie a v rozsahu pripustnom podla
zakonav  krajiny  urenia  spristupni
dokumentaciu  vyvozcovi Udajov. Na
poziadanie ich spristupni aj prislusnému
dozornému organu.

The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
reguest.

Dovozca Udajov suhlasi s tym, Zze pri
odpovedi na Ziadost o spristupnenie
poskytne minimalne mnozstvo informacii,
ktoré je pripustné na zaklade primeraného
vykladu Ziadosti.

SECTION IV — FINAL PROVISIONS

CAST IV - ZAVERECNE USTANOVENIA

Clause 16 Non-Compliance with the Clauses and
termination

Dolozka

16 Nesulad s ustanoveniami a

ukoncenie

(a)

The data importer shall promptly inform the data
exporter if it is unable to comply with these
Clauses, for whatever reason.

(a)

Dovozca udajov bezodkladne informuje
vyvozcu Udajov, ak z akéhokolvek dévodu
nie je schopny dodrzat tieto dolozky.

In the event that the data importer is in breach
of these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the
transfer of personal data to the data importer
until compliance is again ensured or the
contract is terminated. This is without prejudice
to Clause 14 (f).

V pripade, ze dovozca uUdajov poru$i tieto
dolozky aleho nie je schopny dodrzat tieto
dolozky, vyvozca udajov pozastavi prenos
osobnych Udajov importérovi idajov, kym sa
znova nezabezpeti dodrziavanie aleho kym
sa neukon¢i dohoda. Tym nie je dotknuta
dolozka 14 (f).

The data exporter shall be entitled to terminate
the contract, insofar as it concerns the

V tomto pripade je vyvozca udajov
opravneny ukoncit dohodu, pokial ide o

|
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processing of personal data under these

Clauses, where:

spractvanie osobnych udajov podla tychto
doloziek, kde:

(i) the data exporter has suspended the
transfer of personal data to the data
importer pursuant to paragraph (b)
and compliance with these Clauses is
not restored within a reasonable time
and in any event within one month of
suspension;

(i) vyvozca Udajov pozastavil prenos
osobnych  Udajov  dovozcovi
Udajov podla odseku (b) a sulad s
tymito dolozkami sa neobnovi v
primeranom ¢ase a v Ziadnom
pripade do jedného mesiaca od
pozastavenia;

(i) the data importer is in substantial or
persistent breach of these Clauses; or

(i) dovozca udajov podstatne alebo
trvalo porusuje tieto doloZky;
alebo

(iii) the data importer fails to comply with
a binding decision of a competent

court or supervisory  authority
regarding its obligations under these
Clauses.

(iii) dovozca udajov nepini zavazné
rozhodnutie prisludného  sudu
alebo dozorného organu, pakial
ide o jeho povinnosti podla tychto
doloZiek.

V tychto pripadoch informuje o takomto nedodrzani
prislusny dozorny organ. Ak dohoda zahffa viac ako
dve zmluvne strany, vyvozca Udajov méze uplatnit
toto pravo na vypovedanie len vo vztahu k prislugnej
zmluvnej strane, pokial sa zmluvné strany nedohodli
inak.

In these cases, it shall inform the competent supervisory
authority of such non- compliance. Where the contract
involves more than two Parties, the data exporter may
exercise this right to termination only with respect to the
relevant Party, unless the Parties have agreed
otherwise.
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(d)

Personal data that has been transferred prior to
the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same
shall apply to any copies of the data. The data
importer shall certify the deletion of the data to
the data exporter. Until the data is deleted or
returned, the data importer shall continue to
ensure compliance with these Clauses. In case
of local laws applicable to the data importer that
prohibit the return or deletion of the transferred
personal data, the data importer warrants that it
will continue to ensure compliance with these
Clauses and will only process the data to the
extent and for as long as required under that
local law.

(d) Osobné (daje, ktoré boli prenesené pred
ukon€enim dohody podfa odseku (c), sa
podla vyberu vyvozcu Udajov bezodkladne
vratia vyvozcovi Udajov alebo sa Uplne
vymazu. To iste plati pre vetky kopie
udajov. Dovozca udajov potvrdi vyvozcovi
Udajov vymazanie Udajov. Kym (daje nie sl
vymazané alebo vratené, dovozca (dajov
nadalej =zabezpecuje sulad s tymito
dolozkami. V pripade miestnych zakonov
vztahujucich sa na dovozcu Udajov, ktoré
zakazuju  vratenie alebo  vymazanie
prenesenych osobnych Udajov, sa dovozca
Udajov zarucuje, Ze bhude aj nadalgj
zabezpecCovat' sulad s tymito dolozkami a
bude spracuvat (daje len v rozsahu a
dovtedy, kym budul vyZzadované podla tohto
miestneho zakona.

Either Party may revoke its agreement to be
bound by these Clauses where (i) the European
Commission adopts a decision pursuant to
Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which

(e) Kazda zmluvna strana mdze odvolat’ svo
suhlas byt viazana tymito dolozkami, ak (i)
Eurépska komisia prijme rozhodnutie podla
¢lanku 45 ods. 3 Nariadenia (EU) 2016/679,
ktoré sa vztahuje na prenos osobnych




these Clauses apply; or (ii) Regulation (EU)
2016/679 becomes part of the legal framework
of the country to which the personal data is
transferred. This is without prejudice to other

obligations applying to the processing
question under Regulation (EU) 2016/679.

udajov, na ktoré sa vztahuju tieto dolozky;
alebo (ii) ariadenie (EU) 2016/679 sa stava
sucastou pravneho ramca krajiny, do ktorej
sa osobné Udaje prenasaju. Tym nie su
dotknuté iné povinnosti, ktoré platia pre
uvedené spracovanie podla Nariadenia

(EU) 2016/679.

Clause 17 Governing law Dolozka 17 Rozhodné pravo

MODULE ONE: Transfer controller to controller MODUL JEDEN: Prenos kontrolér na kontroléra

These Clauses shall be governed by the law of one of | Tieto dolozky sa budu riadit pravom jedného z
the EU Member States, provided such law allows for | &lenskych statov EU, ak také pravo umoziuje prava
third- party beneficiary rights. The Parties agree that this | tretich stran. Zmluvné strany suhlasia, Ze toto bude
shall be the law of Slovakia. pravom Slovenska.

Clause 18 Choice of forum and jurisdiction Dolozka 18 Vol'ba fora a jurisdiskcie

MODULE ONE: Transfer controller to controller MODUL JEDEN: Prenos kontrolér na kontrolora

1. Any dispute arising from these Clauses shall be 1. Akykolvek spor vyplyvajuci z tychto doloziek
resolved by the courts of an EU Member State. bude rie§eny studmi ¢lenského $tatu EU.

2. The Parties agree that those shall be the courts 2. Zmluvné strany suhlasia, Zze to budu
of Slovakia. sudy Slovenska.
3. Adata subject may also bring legal proceedings 3. Dotknuta osoba moéze tiez podat Zalobu

proti vyvozcovi a/alebo dovozcovi Udajov na
sidoch clenského $tatu, v ktorom ma
obvykly pobyt.

against the data exporter and/or data importer
before the courts of the Member State in which
he/she has his/her habitual residence.

Zmluvné strany suhlasia, Ze sa podriadia
jurisdikcii takychto sudov.

4. The Parties agree to submit themselves to the 4.
jurisdiction of such courts.

1. ANNEXIA,B,C: 1 PRILOHA I A, B, C;

2. ANNEX I - TECHNICAL AND |2 PRILOHA I - TECHNICKE A
ORGANISATIONAL MEASURES INCLUDING | ORGANIZACNE ~ OPATRENIA  VRATANE
TECHNICAL AND ORGANISATIONAL | TECHNICKYCH A ORGANIZACNYCH OPATRENI
MEASURES TO ENSURE THE SECURITY OF | NA ZABEZPECENIE BEZPECNOSTI UDAJOV
THE DATA

DATA EXPORTER VYVOZCA UDAJOV

Institution Faculty Hospital Nitra Institacia Fakultha nemocnica
Ophthalmology ~ Clinic Nitra , Oé&na klinika,
Hospital 6 Spitalska 6

Legal Representative Pravne zastipenie

Marian Micha Fajin, Mgr., Mgr. Michal Fajin, MBA

MBA

Signatuke——~_ Podpig———

Date S \ /ﬂ( 00 ZQ{/J Datum V% /}2 ﬂd,? fO?JO

Principal Investigstor Gabriela Pavlovicova Hlavny skasajici MUDr. Gabriela
MD Pavlovicova




Signature Podpis /(
Date ' = Datum
I of 1023 0. 73
DATA IMPORTER DOVOZCA UDAJOV
Shanghai Henlius | through Opera Contract | Shanghai Henlius | Prostrednictvom
Biotech, Inc Research Organization | Biotech, Inc Organizacie
/ SRL zmluvného vyskumu
= Opera SRL
Legal repr Dr. Serban Rosu, CEO Pravi Dr. Serban Rosu,
CEO
Signature 2 ) Podp é 7
07.0F &l ) QS 2
/
Date / Datum




PRILOHA | Standardné zmluvné dolozky

PRILOHA | Standardné zmluvné dolozky

A. LIST OF PARTIES

MODULE ONE: Transfer controller to controller
Data exporter(s):

1.Name: Faculty Hospital Nitra
Spitalska 6

Address: Clinic of Ophthalmology, Spitalska 6., Nitra
950 01 Slovakia

Contact person’s name, position and contact details: .
JUDr. Jakub Pavcik, pravne@osobnyudaj.sk, 00421

940 629 297

Activities relevant to the data transferred under these
Clauses: Standard Processing activities for performing
the Studies

Signature and date:

Role: controller.

2.Name PI: Gabriela Pavlovicova MD.

Address:  Faculty Hospital Nitra, Clinic of
Ophthalmology, Spitalska 6., Nitra, 950 01 Slovakia

Contact person’s name, position and contact details:
JUDr. Jakub Pavcik, pravne@osobnyudaj.sk, 00421
940 629 297

Activities relevant to the data transferred under these
Clauses: Standard Processing activities for performing
the Studies

Signature and /] 24 Zozgdate:

Role: controller.

A. ZOZNAM ZMLUVNYCH STRAN

MODUL JEDEN: Prenos kontrolér na kontroléra
Vyvozca(ovia) udajov:

1. Nazov Fakultna nemocnica Nitra , O¢na klinika,
Spitalska 6

Adresa: Oé¢na klinika, Spitalska 6., 950 01 Nitra,
Slovensko

Meno kontaktnej osoby, pozicie a kontaktné udaje:

JUDr. Jakub Pav¢ik, pravne@osobnyudaj.sk, 00421

940 629 297

Aktivity prislusné pre Udaje prenasané pod tymito
dolozkami: Aktivity Standardného spracovania pre
vykonanie studii

Uloha: kontrolor.

2. Meno HS: MUDr. Gabriela Pavlovicova

Adresa:  Faculty  Hospital  Nitra,Clinic  of
Ophthalmology, Spitalska 6., Nitra, 950 01
Slovensko

Meno kontaktnej osoby, pozicie a kontaktné udaje:
JUDr. Jakub Pavcik, pravhe@osobnyudaj.sk, 00421
940 629 297

Aktivity prislusné pre udaje prenasané pod tymito
dolozkami: Aktivity Standardnéeho spracovania pre
vykonanie studii

Podpis a 7// ﬂ({ 2(')Z§détum:

Uloha: kontrolér.




Data importer(s):

1.Name: Shanghai Henlius Biotech, Inc through
Opera Contract Research Organization SRL

Address: Romania, Timis County, Timisoara, 10
Cozia Street, corpus B.

Contact person’s name, position and contact details:
Paul Filip Ciucur — Data Protection Officer -
operacro.dpo@tigermedgrp.com

Activities relevant to the data transferred under these
Clauses:  Standard processing activites for
performing the Studv and transfer of personal data
outside the EU

Signature and %QX fggte:
Role: conAer

B. DESCRIPTION OF TRANSFER

MODULE ONE: Transfer controller to controller
Categories of data subjects whose personal data is
transferred

Site staff (including volunteers, agents, and temporary
workers), representatives and employees of suppliers
and vendors, patients, other members of the pubilic.

Categories of personal data transferred
Name, professional background and qualifications, E-
mail, telephone number, images in CVs

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff
having followed specialised training), keeping a
record of access to the data, restrictions for onward
transfers or additional security measures.

Health data, protected, coded and safeguarded as
indicated herein, regarding the Instruction pertaining
to the use of personal data.

Dovozca(ovia) tdajov:

Henlius Biotech, Inc
Contract Research

1. Néazov Shanghai
prostrednictvom  Opera
Organization SRL

Adresa: Rumunsko, Timis County, Timisoara, 10
Cozia Street, corpus B.

Meno kontaktnej osoby, pozicie a kontaktné udaje:
Paul Filip Ciucur — uradnik pre ochranu Udajov —
operacro.dpo@tigermedgrp.com

Aktivity prislu§né pre Gdaje prenasané pod tymito
dolozkami: Standzirdné spracovatelské ¢innosti na
vykonavanie $tudie, a prenos osobnych udajov
mimo EU

Podpis a//?é}f{\o g_%tum:

U!oh%ntrolér

B. POPIS PRENOSU

MODUL JEDEN: Prenos kontrolér na
kontroldra

Kategorie subjektov tdajov, ktorych osobné udaje
sa prenasaju

Zamestnanci staveniska (vratane dobrovolnikov,
agentov a doc¢asnych pracovnikov), zastupcovia a
zamestnanci dodavatelov a predajcov, pacienti, ini
Clenovia verejnosti.

Kategarie prenasanych osobnych udajov

Meno, odborné vzdelanie a kvalifikacia, e-mail,

telefénne Cislo, obrazky v Zivotopise

Prenasané citlivé udaje (ak je to vhodné) a
uplatriované obmedzenia alebo zaruky, ktoré pine
zohladnuji povahu Udajov a savisiace rizika, ako
je  napriklad  prisne  obmedzenie  Ucelu,
obmedzenia pristupu (vratane pristupu len pre
zamestnancov, ktori absolvovali $pecializované
Skolenie), uchovavanie zaznamov o pristupe k
Udajom, obmedzenia pre dal$i prenos alebo
dodatocné bezpecnostné opatrenia.

Zdravotné Udaje, chranené, kodované a
zabezpecené, ako je uvedené v tomto dokumente,
v suvislosti s Pokynmi tykajlcimi sa pouzivania
osobnych Udajov.




The frequency of the transfer (e.g. whether the data is Frekvencia prenosu (napr. ¢i sa tdaje prenasajli

transferred on a one-off or continuous basis). Jednorazovo alebo nepretrzite).

Continuous basis

Nature of the processing Nepretrzity zaklad

Data processor shall perform on behalf of the data Povaha spracovania

controller operations such as collection, recording, Spracovatel Udajov vykonava v mene spravcu

organisation, structuring, storage, adaptation or Udajov operacie, ako je zhromaZdovanie,
alteration, retrieval, consultation, use, disclosure by zaznamenavanie, organizovanie, Struktlrovanie,
transmission, dissemination or otherwise making uchovavanie, prispdsobovanie alebo zmena,
available, alignment or combination, restriction, vyhladavanie, konzultovanie, pouZivanie,
erasure or destruction of data. zverejfilovanie prenosom, $irenim alebo inym
spristupnenim, zosuladenie alebo kombinacia,
Purpose(s) of the data transfer and further processing obmedzenie, vymazanie alebo zni¢enie udajov.

Data processor shall process data on behalf of the
data controller for complying with undertaken Ucel(y) prenosu tdajov a daldieho spracovania

contractual obligations and applicable mandatory Spracovatel Udajov spracuje udaje v mene
legal provisions relating fo the conduct of a clinical kontrolora Udajov s ciefom splnit prijaté zmluvné
trial. The purpose includes processing related to site zavézky a prislusné zavazné pravne ustanovenia
and site staff contracting, processing related to tykajlice sa vykonavania klinického skusania. Ugel

submissions of the clinical trial with authorities, zahffia spracovanie slvisiace s uzatvaranim
recruitment  assessment,  monitoring  related zmliyv s pracovnikmi na pracovisku, spracovanie
processing, vendor selection processing suvisiace s predloZzenim klinického skuSania

tradom, hodnotenie  naboru, spracovanie
slvisiace s maonitorovanim, spracovanie vyberu
The period for which the personal data will be dodavatelov

retained, or, if that is not possible, the criteria used to

determine that period Doba, pocéas ktorej budd osobné udaje
Throughout the duration of the clinical trial and 25 years | uchovavane, alebo ak fo nie je mozné, kritéria
after the end of the clinical trial. pouZzité na urcenie tejto doby

Pocas celého trvania klinického skusania a 25 rokov

For transfers to (sub-) processors, also specify subject | po skon€eni klinickeého skugania.

matter, nature and duration of the processing
Subject matter refers to the transfer of personal data to | Pri prenosoch (sub-)spracovatelom uvedte aj
sub-processors by the processor, as required for | predmet, povahu a trvanie spracovania
submissions with authorities (submissions processing)
of the clinical trial, so that the sub-processors may | Predmet sa vztahuje na prenos osobnych udajov
execute their contractual obligations. Nature and | subdodavatefom zo strany spracovatela, ako sa to
duration of processing are the same as the above. vyZaduje pri podani u Uradov (spracovanie podani)
klinického skusania, aby si subdodavatelia mohli
plnit svoje zmluvné zavazky. Povaha a trvanie
spracovania su rovnaké ako vyssie.

C.COMPETENT SUPERVISORY AUTHORITY C. KOMPETENTNY DOZORNY ORGAN

MODULE ONE: Transfer controller to controller MODUL JEDEN: Prenos kontrolér na kontroléra
Urad na ochranu osobnych Udajov Slovenskej | Urad na ochranu osobnych Udajov Slovenskej
republiky, Hraniéna 12, 820 07, Bratislava 27, | republiky, Hranicna 12, 820 07, Bratislava 27,
Slovenska republika, ICO: 36 064 220 Slovenska republika, ICO: 36 064 220
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ANNEX I

TECHNICAL AND ORGANISATIONAL MEASURES
INCLUDING TECHNICAL AND ORGANISATIONAL
MEASURES TO ENSURE THE SECURITY OF THE
DATA

MODULE ONE: Transfer controller to controller

EXPLANATORY NOTE:

The technical and organisational measures must be
described in specific (and not generic) terms. See also
the general comment on the first page of the Appendix,
in particular on the need to clearly indicate which
measures apply to each transfer/set of transfers.

Description _of the technical and organisational
measures Iimplemented by the data importer(s)

PRILOHA Il

TECHNICKE A ORGANIZACNE OPATRENIA
VRATANE TECHNICKYCH A ORGANIZACNYCH
OPATRENi NA ZABEZPECENIE BEZPECNOSTI
UbAJov

MODUL JEDEN: Prenos kontrolér na kontroléra

VYSVETLIVKA:

Technické a organizatné opatrenia musia byt
opisané Specifickymi (a nie véeobecnymi) vyrazmi.
Pozri tiez vSeobecnl poznamku na prvej strane
dodatku, najmad o potrebe jasne uviest, ktoré
opatrenia sa vztahuju na kazdy prenos/subor
prenosov.

Opis__technickych _a _ organizaénych  opatreni

(including any relevant cettifications) to ensure an

zavedenych dovozcom (dovozcami) Gdajov (vratane

appropriate level of security, taking into account the

vSetkych prislusnych _certifikacii) _na  zaistenie

nature, scope, context and purpose of the processing,

primeranej uUrovhe bezpeénosti, _bertc do Uvahy

and the risks for the rights and freedoms of natural

povahu, rozsah, kontext a ucel spracovania a rizika

persons.
Measures for ensuring physical security of locations at

pre prava a slobody fyzickych oséb.
Opatrenia na zaistenie fyzickej bezpeénosti miest,

which personal data are processed

Opera CRO has a hybrid approach to the IT
Infrastructure. Main servers are hosted physically in a
secure location. The physical access is limited to the IT
personnel. Access list to the Server Room is recorded,
kept and managed by the IT Manager. For redundancy
and load balancing purposes, a minimum of two
physical server are always kept online as well as off
location backup on physical devices and cloud backup.

Printed documents are handled only by those
employees/collaborators who have engaged into
extended confidentiality agreements. Third parties do
not have access in the building of the CRO, in any of the
spaces where material document are being stored or
archived. Opera CRO employees/collaborators only
deal with those printed documents which concern the
projects they are involved in and only to the extent the
need access in order to perform their tasks and
services.

Key documents are locked in secured file cabinets.

Unauthorized persons are denied entry to the data
processing facilities in which Personal Data are
processed or used. Entry authorizations to office
buildings, computer centres, and server rooms are
restricted to the necessary minimum. We use of
effective entry authorization controls through an
adequate locking system (e.g., security key with
documented key management, electronic locking
systems with documented authorizations
management). Documented and comprehensible
processes are in place for obtaining, changing, and
rescinding entry authorizations, including routine and

kde sa spracuvaji osobné udaje

Opera CRO ma hybridny pristup k IT infradtrukttre.
Hlavné servery su fyzicky hostované na
zabezpeCenom mieste. Fyzicky pristup je
obmedzeny na IT persondl. Pristupovy zoznam do
serverovej miestnosti zaznamenava, uchovava a
spravuje IT manazér. Na Ucely redundancie a
vyrovnavania zataze su vzdy online minimalne dva
fyzické servery, ako aj zalohovanie mimo lokality na
fyzickych zariadeniach a zalohovanie v cloude.

S tlatenymi dokumentmi zaobchadzaju len ti
zamestnanci/spolupracovnici, ktori uzavreli dohody
o roz&irenej dovernosti. Tretie strany nemaiju pristup
do budovy CRO, do Ziadneho z priestorov, kde sa
uskladiuju alebo archivuju materialne dokumenty.
Zamestnanci/spolupracovnici Opera CRO sa
zaoberaju iba tymi tlaéenymi dokumentmi, ktoré sa
tykaju projektov, na ktorych sa podielaju, a to len v
rozsahu, v akom potrebuju pristup na plnenie svojich
Uloh a sluzieb.

Klu¢ové dokumenty st uzamknuté v zabezpegenych
kartotékach.

Neopravnenym osobam je zakazany vstup do
zariadeni na spracovanie Udajov, v ktorych sa
osobné udaje spracuvaju alebo pouZivaju. Vstupné
povolenia do administrativnych budov, poéitatovych
centier a serverovni st obmedzené na nevyhnutné
minimum. Pouzivame G¢inné kontroly autorizacie
vstupu prostrednictvom primeraného uzamykacieho
systému (napr. bezpecnostny klag ]
dokumentovanou spravou kliéov, elektronické
uzamykacie systémy s dokumentovanou spravou
autorizacii). Na ziskanie, zmenu a zrusenie
opravneni na vstup su zavedené zdokumentované a




documented review whether the granted entry
authorizations are up to date. Reasonable prophylactic
and detection measures have been taken regarding
unauthorized entry and entry attempts (e.g., routine
checks of burglary security system for doors, gates, and
windows, burglar alarm, video monitoring, guard
service, security patrol). Written rules for employees,
collaborators and visitors for dealing with technical entry
security measures are available.

Measures for ensuring system confiquration, including

zrozumitelné  procesy  vratane rutinnej a
zdokumentovanej kontroly, ¢i si udelené opravnenia
na vstup aktualne. V suvislosti s neopravnenym
vstupom a pokusmi o vstup boli prijaté primerané
profylaktické a detekéné opatrenia (napr. rutinné
kontroly bezpe¢nostného systému proti vlamaniu
dveri, bran a okien, EZS, video monitoring, strazna
sluzba, bezpeénostna hliadka). K dispozicii su
pisomné pravidla pre zamestnancov,
spolupracovnikov a navstevnikov pre riesenie
technickych opatreni na zabezpecenie vstupu.

Opatrenia na zabezpecenie konfiquracie systému

default confiquration | Measures of pseudonymisation

vratane _ predvolene] konfiquracie|Opatrenia _ha

and encryption of personal data

The servers are installed, configured and kept updated
regularly by the IT department. A change management
process is implemented, any change in hardware and
software configuration has to be approved by the IT
Head of department. Reasonable measures are used
for the protection of end-devices, servers, and other
infrastructure elements against unauthorized access
(such as multi-level virus protection concept, content
filters, application firewall, intrusion detection systems,
desktop firewalls, system hardening, content
encryption). Reasonable measures for securing
network infrastructure are taken such as: intrusion
detection systems, use of 2-factor authentication,
separation of networks, and so forth. Encryption —
Opera implements encryption technology on their
devoices so that in case of device loss ore theft. Data is
not able to be copied from servers or laptop because
ports are blocked from being used and if data is needed
to be carried out we use secure created links with the
cloud apps that we use. Data is shared between users
only with company accounts and secure links that are
created by the IT Department these links are logged.
Implementation of technical security measures for
export and import interfaces (hardware and application
related).

Measures for ensuring ongoing confidentiality, inteqrity,

pseudonymizaciu a Sifrovanie osobnych ddajov
Servery in$taluje, konfiguruie a pravidelne
aktualizuje IT oddelenie. Je implementovany proces
riadenia zmien, kazdu zmenu v konfiguracii hardvéru
a softvéru musi schvalit veduci oddelenia IT. Na
ochranu koncovych zariadeni, serverov a inych
prvkov infradtruktiry pred neopravhenym pristupom
sa pouzivaju primerané opatrenia (ako je
viacUroviova koncepcia antivirusovej ochrany, filtre
obsahu, aplikatny firewall, systémy na detekciu
naru$enia, desktopové firewally, spevnenie
systému, Sifrovanie obsahu). Prijimaju sa primerané
opatrenia na zabezpeéenie sietovej infrastruktury,
ako su: systémy detekcie naru$enia, pouzivanie 2-
faktorove] autentifikacie, oddelenie sieti atd.
Sifrovanie — Opera implementuje na svojich
zariadeniach technolégiu Sifrovania, aby v pripade
straty zariadenia do$lo k odcudzeniu. Udaje nie je
mozné skopirovat zo serverov alebo prenosnych
pocitacov, pretoze pouzivanie portov je zablokovane
a ak je potrebné vykonat udaje, pouzivame
zabezpedéené prepojenia s cloudovymi aplikaciami,
ktoré pouzivame. Udaje su zdielané medzi
pouzivatelmi iba s firemnymi uétami a bezpeénymi
prepojeniami, ktoré vytvara IT oddelenie, tieto
prepojenia sa zaznamenavajl. Implementacia
technickych bezpeénostnych opatreni pre exportne
a importné rozhrania (tykajuce sa hardvéru a
aplikacii).

Opatrenia na zabezpecenie trvalej dovernosti,

availability and resilience of processing systems and

integrity, dostupnosti a odolhosti systémov a sluzieb

services | Processes for reqularly testing, assessing and

spracovanialProcesy _ha pravidelné testovanie,

evaluating __the effectiveness of technical _and

posudzovanie a vyhodnocovanie ucinnosti

organisational measures in order to ensure the security

technickych a organizacnych opatreni za ucelom

of the processing

Measures for ensuring the ability to restore the
availability and access to personal data in a timely
manner in the event of a physical or technical incident.
A business continuity plan is in effect so that data can
be restored as soon as possible. Personal Data will be
protected against accidental destruction or loss. The
following availability control measures have been
implemented insofar as the processing is required for
maintaining productive services:

zalstenia bezpecnosti spracovania

Opatrenia na zabezpecenie schopnosti v€asneho
obnovenia dostupnosti a pristupu k osobnym udajom
v pripade fyzického alebo technického incidentu. V
platnosti je plan kontinuity ¢innosti, aby bolo mozné
¢o najskdr obnovit Udaje. Osobné Udaje budl
chranené pred nahodnym zni¢enim alebo stratou.
Nasledujlice opatrenia na kontrolu dostupnosti boli
zavedené, pokial je spracovanie potrebné na
udrzanie produktivnych sluzieb:




e Vytvaranie dostatoénych zaloh.

e Zabezpecenie zalohovania v
zabezpeCenom zariadeni mimo lokality.

e Rutinné Kontroly integrity zalohovania.

* Procesy a dokumentacia obnovy systémov
a dat.

Incident by sa okamzite dostal do pozornosti
vSetkych prisludnych zamestnancov. Po identifikacii
a potvrdeni budu incidenty hlasené v sllade so
zasadami bezpectnosti a ochrany osobnych tdajov.

Opalrenia na identifikaciu a autorizaciu

pouzivatelal|Opatrenia na zahezpecenie logovania
udalosti

Zabrani sa potencidlnemu pouZivaniu systémov
spracovania udajov neopravnenymi osobami. Opera
CRO zaviedla nasledujice opatrenia na kontrolu
pristupu pre systémy a siete, v ktorych sa spracuvaju
osobné udaje alebo prostrednictvom ktorych je
mozny pristup k osobnym uUdajom, pokial Opera
zodpoveda za opravnenia na pristup k osobnym
Gdajom:

e Vsetky pouzivatelské pristupy su prihlasené
na serveroch. Subory dennika sa pravidelne
analyzuju z hladiska porusenia uUdajov a
uctu.

o Osoby opravnené pouzival systém
spracovania udajov budu méct pristupovat
iba k udajom, ktoré su =zakladom ich
povolenia na pristup, pricom tieto osobné
udaje nebude moZné bez povolenia &itat,
kopirovat, menit alebo odstrafiovat pocas
spracuvania a pouzivania Udajov a po Udaje
boli ulozené.

e Pristupové opravnenia k osobnym Udajom
su obmedzené na nevyhnutné minimum.

e Pristupove autorizacie do  systémov
Demand Partners a neverejnych sieti su
obmedzené na nevyhnutné minimum.

e Pouzitie u¢innych kontrol autorizécie
pristupu prostrednictvom personalizovane;
a jednoznacnej identifikacie pouzivatela a
bezpetneého procesu autentifikacie.

» Zaznamenavanie pristupov, dokonca aj
administratorov.

e Pre overenia hesla: Maju sa urobit
Specifikacie, ktoré zabezpeéia nepretrziti
kvalitu hesla v rozsahu aspofl dvanastich
(12) znakov, Styri (4) stupne zlozitosti (velké
pismena, malé pismena, ¢&isla, §pecialne
znaky) a cyklus zmien maximalne
devatdesiat (90) dni.
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e Creating sufficient backups.

e Ensuring backup storage in off site secure
facility.

¢ Routine backup integrity reviews.

e Systems and data restoration processes and
documentation.

An incident would receive immediate attention from all
relevant personnel. Once identified and validated,
incidents will be reported according to the security and
privacy policies.

Measures for user identification and authorisation |
Measures for ensuring events logging

Potential use of data processing systems by
unauthorized persons is prevented. Opera CRO has
implemented the following access control measures for
systems and networks, in which Personal Data are
processed or through which access to Personal Data is
possible, insofar Opera is responsible for the Personal
Data access authorizations:

e All user access is logged on the servers. Log
files are analyzed periodically for data and
account breaches.

« Persons authorized to use a data processing
system will be able to access only the data
underlying their access authorization and that
Personal Data will be incapable of being read,
copied, changed, or removed without
authorization during the processing and use of
the data and after the data have been stored.

¢ Access authorizations to Personal Data is
restricted to the necessary minimum.

e Access authorizations to Demand Partners
systems and non-public networks are restricted
to the necessary minimum.

e Use of effective access authorization controls
through personalized and unambiguous user
identification and a secure authentication
process.

e Recording of access, even by administrators.

» For password authentications: Specifications
are to be made that ensure continuous
password quality of at least twelve (12)
characters, four (4) degrees of complexity
(upper case, lower case, numbers, special
characters), and a change cycle of a maximum
of ninety (90) days.
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e The files and project directories are protected
and audited periodically.

Measures for internal IT and IT security governance and

e Sulbory a projektové adresare su pravidelne
chranené a kontrolované.

Opatrenia_pre internt _spravu_a riadenie IT a IT

management | Measures for ensuring accountability

Opera CRO has in place internal policies containing
formal instructions for data processing procedures.
Contractors are being carefully vetted regarding data
security; Opera personnel is being trained periodically
to maintain awareness regarding data protection and
security requirements. Opera has obtained ISO 9001 to
ensure Quality management system.

Measures for certification/assurance of processes and

bezpecénosti|Opatrenia pre zabezpecenie
zodpovednosti

Opera CRO ma =zavedené interné =zasady
obsahujuce formalne pokyny pre postupy
spracovania Udajov. Dodavatelia su starostlivo

preverovani, pokial ide o bezpetnost udajov;
Personal Opera sa pravidelne $koli, aby si udrzal
povedomie o ochrane udajov a bezpecnostnych
poZiadavkach. Opera ziskala [SO 9001 na
zabezpecenie systému riadenia kvality.

Opatrenia na certifikaciu/zabezpeenie procesov a

products

Opera CRO is audited by internal QA, regulatory
authorities and/or external organization certification with
the purpose of validation and certification of systems
and processes.

Measures for ensuring data minimisation

Opera CRO ensures data minimization as forth:

=« processed lawfully, fairly and in a transparent
manner in relation to the data subject
(‘lawfulness, fairness and transparency’);

e collected for specified, explicit and legitimate
purposes and not further processed in a
manner that is incompatible with those
purposes; further processing for archiving
purposes in the public interest, scientific or
historical research purposes or statistical
purposes shall not be considered to be
incompatible with the initial purposes (‘purpose
limitation’);

e adequate, relevant and limited to what is
necessary in relation to the purposes for which
they are processed (‘data minimisation’);

e« accurate and, where necessary, kept up to
date; every reasonable step must be taken to
ensure that personal data that are inaccurate,
having regard to the purposes for which they
are processed, are erased or rectified without
delay (‘accuracy');

e kept in a form which permits identification of
data subjects for no longer than is necessary for
the purposes for which the personal data are
processed; personal data may be stored for
longer periods insofar as the personal data will
be processed solely for archiving purposes in
the public interest, scientific or historical
research purposes or statistical purposes;

produktov
Opera CRO je auditovana internou QA, regulacnymi

organmi a/alebo certifikédciou externej organizacie s
cielom validacie a certifikacie systémov a procesov.

Opatrenia na zabezpecenie minimalizacie tidajov

Opera CRO zabezpetuje minimalizaciu Udajov, ako:

s spracuvané zakonnym, spravodlivym a
transparentnym spdsobom vo vztahu kK
dotknutej osobe (,zakonnost, spravodlivost
a transparentnost”);

e zhromaZdované na specifikované, explicitne
a legitimne uGely a nesmu sa dalej
spraclvat spésobom, ktory je nezlucitelny s
tymito ucelmi; dalsie spracovanie na ucely
archivacie vo verejnom zaujme, na Ucely
vedeckého alebo historického vyskumu
alebo na &tatistické Ucely sa nepovazuje za
nezlucitelné s povodnymi ucelmi
(,obmedzenie ucelu");

= primerané, relevantné a obmedzene na to,
¢o je potrebné vo vztahu k ucelom, na ktoré
sa spraclvajl (,minimalizacia udajov");

e presné a v pripade potreby aktualizovang;
musia sa prijat véetky primerané opatrenia,
aby sa zabezpecilo, Ze csobné udaje, ktore
sU nepresné so zretelom na ucely, na ktoré
sa spracUvajl, sa bezodkladne vymazu
alebo opravia (,presnost”);

e« uchovavané vo forme, ktora umozZnuje
identifikaciu dotknutych osob najviac po
dobu nevyhnutnu na ucely, na kiore sa
osobné Udaje spraclvaju; osobné U(daje
moézu byt uchovavané na dlhsie obdobie,
pokial sa osobné udaje budul spracuvat
vyluéne na ucely archivacie vo verejnom
zaujme, na UcCely vedeckého alebo
historického vyskumu alebo na S$tatistické
ucely;
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* subject to implementation of the appropriate
technical and organisational measures required
by the GDPR in order to safeguard the rights
and freedoms of the data subject (‘'storage
limitation’);

e processed in a manner that ensures
appropriate security of the personal data,
including protection against unauthorised or
unlawful processing and against accidental
loss, destruction or damage, using appropriate
technical or organisational measures (‘integrity
and confidentiality’).

Measures for ensuring data quality
Personal Data collected for different purposes will be
capable of being processed separately. Opera CRO has
implemented the following separation measures insofar
as such is within its area of responsibility:
» Logical and/or physical separation of test,
development, and production systems.

¢ Separation of Controller's Personal Data from
other data sets including, but not limited to, its
own, within the processing systems, and at
interfaces.

e Ensuring that Personal Data are constantly
identifiable on account of suitable labels: if
such are processed for different purposes,
including information specifying the respective
purpose.

Measures for ensuring limited data retention

Personal Data is to be deleted according to the GDPR
as soon as itis no longer necessary to keep it, according
to applicable legal requirements and according to Opera
CRO's retention policy.

Opera has implemented the following measures
ensuring data deletion insofar as such is within its area
of responsibility:

= Ensuring that the Personal Data may be deleted
at any time upon request of the Controller/data
subject, where applicable.

e Implementation of processes, tools, and
documentation for secure deletion in a manner,
such that recovery of the data is not possible
given today's state of technology (e.g., through
overwriting).

e podlieha implementacii vhodnych
technickych a organizacnych opatreni
poZadovanych GDPR s cielom chranit
prava a slobody dotknutej osoby
(,obmedzenie uchovavania®):

e spracuvané spésobom, ktory zaistuje
primerand bezpecnost osobnych Gdajov
vratane ochrany pred neopravnenym alebo
nezakonnym spracuvanim a pred nahodnou
stratou, zni¢enim alebo poskodenim, s
pouzitim  vhodnych technickych alebo
arganizaénych opatreni (dalej len ,integrita
a dévernost").

Opatrenia na zabezpedenie kvality (dajov

Osobné udaje zhromaZzdené na rézne Ucely bude
mozZneé spracovat samostatne. Opera CRO zaviedla
nasledujuce separa¢né opatrenia, pokial to patri do
jej oblasti zodpovednosti:

e Logické alalebo  fyzické oddelenie
testovacich, vyvojovych a vyrobnych
systémov.

¢ Oddelenie osobnych udajov
prevadzkovatela od inych suborov (dajov
vratane, nie véak vyluéne, vliastnych Gdajov
v ramci systémov spracovania a na
rozhraniach.

e Zabezpecenie toho, aby boli osobné Udaje
neustale identifikovatelné na zaklade
vhodnych oznaceni; ak sa spractvaju na
rézne Ucely, vratane informacii
specifikujucich prislugny ucel.

Opalrenia __na __ zabezpecenie __obmedzeného
uchovavania vdajov

Osobneé Gdaje maju byt vymazané v sulade s GDPR
hned, ako ich uz nie je potrebné uchovavat, v stlade
s platnymi pravnymi poziadavkami a v sulade so
zasadami uchovavania Opera CRO.

Opera CRO zaviedla nasledujlice opatrenia
zabezpecujlce vymazanie Udajov, pokial to patri do
jej oblasti zodpovednosti:

e Zabezpeclenie, Ze osobné Udaje mézu byt
na Ziadost prevadzkovatela/dotknutej osoby
kedykolvek vymazaneé, ak je to vhodné.

e Implementacia procesov, nastrojov a
dokumentacie na bezpeéné vymazanie
takym spdsobom, ze obnovenie Udajov nie
je mozné vzhladom na dnedny stav
technologie (napriklad prepisanim).

e Poskytnutie specifikacii
zamestnancom/spolupracovnikom a inym




e Providing the employees/collaborators and
other data subjects with specifications
regarding how and when data are to be deleted.

Measures for allowing data portability and ensuring

dotknutym osobam, ako a kedy sa maju
Udaje vymazat.

Opatrenia _umoZiiujice prenosnost’  ddajov _ a

erasure
Personal Data collected for different purposes may be
processed separately. No data is allowed to be
extracted from company’s owned servers and IT
devices. Opera doesn’t allow data to be taken out
through the GP of the Domain server that controls the
devices and servers.

For transfers to (sub-) processors, also describe the

zabezpecenie ich vymazania

Osobné udaje zhromazdené na rézne ucely bude
mozné spracovat oddelene. Zo serverov a IT
zariadeni vlastnenych spolo¢nostou nie je dovolene
extrahovat' Ziadne udaje. Opera nepovoluje, aby sa
Gdaje odoberali cez GP servera domeény, ktory
ovlada zariadenia a servery.

V pripade prenosov (sub-)spracovatelom tieZ opiste

specific_technical and organisational measures to be

konkrétne technické a organizacne opatrenia, ktoré

taken by the (sub-) processor to be able to provide

ma (sub-)spracovatel prijat, aby bol schopny

assistance to the controller and, for transfers from a

poskytnut pomoc kontrolorovi a v pripade prenosov

processor to a sub-processor, to the data exporter
N/A.

od spracovatela subdodavatelovi vyvozcu tdajov
N/A




